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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Part  870 

[Docket  No.  78N-1406] 

Cardiovascular  Devices;  General 
Provisions 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  regarding  general  provisions 
applicable  to  the  classification  of 
cardiovascular  devices.  The  preamble  to 
this  rule  responds  to  general  comments 
received  on  the  proposals  regarding 
classification  of  cardiovascular  devices. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  March  9, 1979  (44  FR 
13284],  FDA  published  a  proposed 
regulation  containing  general  provisions 
applicable  to  the  classification  of 
cardiovascular  devices.  The  preamble  to 
the  regulation  described  the 
development  of  the  proposed  regulations 
classifying  cardiovascular  devices  and 
the  activities  of  the  Cardiovascular 
Device  ClassiHcation  Panel,  an  FDA 
advisory  committee  that  makes 
recommendations  to  FDA  concerning 
the  classiBcation  of  cardiovascular 
devices.  FDA  also  published  in  that 
issue  of  the  Federal  Register  individual 
proposed  regulations  to  classify  I41 
cardiovascular  devices.  FDA  provided  a 
period  of  60  days  for  interested  persons 
to  submit  written  comments  on  these 
proposals. 

Comments  on  Classiflcation  Proposals 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  issuing  Hnal  regulations 
classifying  138  individual  cardiovascular 
devices.  FDA  is  responding  to  specific 
comments  regarding  the  classification  of 
individual  cardiovascular  devices  in  the 
final  regulations  for  these  devices. 

No  written  comments  were  received 
on  proposed  §  870.1  (21  CFR  870.1), 
which  concerns  general  provisions  for 
all  cardiovascular  devices.  Accordingly, 
FDA  is  promulgating  §  870.1  with  one 
change;  The  agency  is  adding  an 


explanation  that  references  in  Part  870 
to  other  regulatory  sections  of  the  Code 
of  Federal  Regulations  are  to  Chapter  I 
of  Title  21  of  the  Code  of  Federal 
Regulations,  unless  otherwise  noted. 

TOA  received  one  general  comment 
regarding  classification  proposals  for 
cardiovascular  devices.  The  comment 
asked  whether  a  manufacturer  of  a 
device  with  more  than  one  use,  one  or 
more  of  which  would  require  it  to  be 
placed  in  class  III,  and  one  or  more  of 
which  would  require  it  to  be  subject  to 
class  II  controls,  could,  by  astute  device 
listing,  avoid  complying  with  the 
requirements  of  class  III.  The  comment 
referred  to  a  cardiac  monitor  with 
arrhythmia  detection  capability  as  an 
example  of  a  device  that  could  present  a 
manufacturer  with  such  an  opportimity. 

If  a  device  performs  the  functions  of 
two  or  more  generic  types  of  devices, 
each  with  a  different  classiBcation,  the 
manufacturer ‘of  that  device  is  subject  to 
the  controls  applicable  to  all  of  the 
generic  types  of  devices  involved.  In  the 
example  given,  a  cardiac  monitor  device 
with  arrhythmia  detection  capability  is 
required  to  conform  to  any  performance 
standard  applicable  to  a  class  II  cardiac 
monitor  device,  and  the  manufacturer  of 
the  device  is  also  subject  to  the 
premarket  approval  requirements 
applicable  to  a  class  III  arrhythmia 
detector  device. 

Changes  in  Classification  Proposals 

FDA  is  continuing  its  efforts  to 
consolidate  panel  recommendations 
concerning  similar  devices.  FDA  has 
'attempted  to  identify  these  devices 
before  publication  of  classiBcation 
proposals  and  to  ensure  that  each 
panel’s  recommendation  is  considered 
and  published  for  comment  before  FDA 
promulgates  final  classification 
regulations  for  devices  reviewed  by 
more  than  one  panel.  In  the  Federid 
Register  of  March  6, 1979  (44  FR  12269), 
FDA  published  a  notice  of  the 
availability  of  an  index  of  classification 
regulations  for  medical  devices.  The 
index  may  be  used  by  interested 
persons  to  determine  the  specific 
classification  regulation  for  a  device 
that  was  classified  by  more  than  one 
classification  panel  and  to  determine 
with  which  panel's  classification 
regulations  it  will  be  published. 

With  respect  to  several 
cardiovascular  device  classification 
proposals,  FDA  has  made  minor  changes 
in  nomenclatiu’e  and  grammar  to  clarify 
the  regulation,  change  the  device’s  name 
from  plural  to  singular,  correct  spelling, 
etc.  In  several  proposals,  FDA  has 
changed  the  identification  or  name  of 
the  device  to  make  clear  that  the 
regulation  applies  only  to  the 


cardiovascular  uses  of  the  device.  The 
devices  are:  Catheter  introducers 
(Docket  No.  78N-1427),  impedance 
plethysmographs  (Docket  No.  78N-1466), 
vascular  clips  (Docket  No.  78N-1479), 
and  arterial  embolization  devices 
(Docket  No.  78N-1481). 

FDA  is  not  publishing  the  final 
regulation  for  electrocardiograph 
conducting  media  (Docket  No.  78N-1455) 
and  pH  catheter  probes  (Docket  No. 
78N-1419)  because  these  devices  were 
found  to  be  similar  to  other  devices 
classified  by  other  paneL. 
Electrocardiograph  conducting  media 
were  classified  in  the  regulation 
classifying  electroconductive  media 
(Docket  No.  78N-1005),  published  with 
the  final  classification  regulations  for 
neurological  devices  in  the  Federal 
Register  of  September  4, 1979  (44  FR 
51726).  The  pH  catheter  probes  will  be 
classified  by  the  final  regulation  based 
on  the  proposal  to  classify  indwelling 
blood  hydrogen  ion  concentration  (pH) 
analyzer  (Docket  No.  78N-1659), 
published  with  the  proposed 
classification  regulations  for 
anesthesiology  devices  in  the  Federal 
Register  of  November  2, 1979  (44  FR 
63292). 

In  response  to  a  comment,  FDA  has 
determined  that  catheter  guide  holders 
(Docket  No.  78N-1425)  are  not  sold 
separately  for  use  in  resterilization  of 
catheter  guide  wires  and  are  designed  to 
serve  only  as  protective  packaging.  FDA 
has  determined  that  catheter  guide 
holders  are  not  devices;  and,  therefore, 
the  agency  is  not  publishing  a  final 
regulation  for  catheter  guide  holders. 

Based  on  the  comments  received  and 
on  additional  consideration  of  the 
information  before  the  agency,  FDA  has 
placed  several  devices  in  different 
classes  from  those  originally  proposed. 
Changes  in  classification  were  made  in 
each  of  the  following  regulations  with 
respect  to  all  or  some  devices  subject  to 
the  regulation:  Cardiopulmonary  bypass 
accessory  equipment  (Docket  No.  78N- 
1509),  cardiovascular  surgical 
instruments  (Docket  No.  78N-1535),  and 
DC  defibrillator  (including  paddles) 
(Docket  No.  78N-1543).  FDA  does  not 
believe  that  it  is  necessary  to  issue  a 
hew  proposal  concerning  these 
decisions.  The  purpose  of  publishing  a 
proposal  and  soliciting  comments  is  to 
enable  the  agency  to  determine  whether 
its  proposed  classification  of  a  device 
was  correct.  After  reviewing  the 
comments  submitted  on  a  proposal,  the 
agency  may  be  persuaded  that  its 
proposed  classification  is  incorrect. 
Persons  interested  in  the  classification 
process  should  therefore  anticipate  that 
in  a  final  regulation  a  device  may  be 
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placed  in  a  class  different  from  the  one 
originally  proposed.  This  possibility  was 
specifically  identified  in  the  proposed 


general  regulation  on  cardiovascular 
devices  (see  44  FR 13286).  Persons  who 
disagree  with  a  Hnal  classification  for  a 

List  of  Cardiovascular  Devices 


device  may  petition  for  reclassification 
of  the  device  under  Subpart  C  of  Part 
860  (21  CFR  Part  860). 


The  following  is  a  list  of  cardiovascular  devices  being  classified  in  final  regulations  published  elsewhere  in  this  issue  of 
the  Federal  Register.  The  list  shows  the  section  in  the  Code  of  Federal  Regulations  under  which  the  regulation  classifying  the 
device  is  being  codified,  the  docket  number  of  the  classification  regulation,  and  the  classification  of  each  device. 


Section  Device  Docket  No.  Class 


Subpart  B— CarcMovascular  Diagnostic  Devices 

870.102S... 

78N-1407 _  _ 

III 

870.1100... 

7flN.1^nA  . . . 

H 

870.1110 

N 

870.1120 

7ftN-14in 

N 

870.1130 

7ftN-1411 

H 

870.1140 

N 

870.1200... 

. . .  . . 

N 

870.1210 ... 

N 

870.1220... 

N 

870.1230... 

7AN.141A 

N 

870.1240... 

78N-1417 . 

n 

870.1250... 

7BN-14ia . - . . 

N 

870.1270... 

7IU4.149n  . 

H 

870.1280... 

78N-1421 . . 

H 

870  1290... 

78N-1422 _ _  _ _ 

N 

870.1300 ... 

78N-1423  „  „ 

N 

870.1310..., 

. .  Vessel  dilator  for  percutaneous  catheterization.-.  . . . . . 

78N-1424 _ _  „ 

n 

870.1330... 

7BN-1426 . 

M 

870.1340.... 

7Ali-1427 

II 

870.1350.... 

7ftN.149fl 

IN 

870.1360... 

7SN-1429 . 

III 

870.1370.... 

7eN-1430 . . 

II 

870.1380.... 

7RN-14.'?1 

H 

870.1390.... 

TAN-liWP  _ _ 

N 

870.1425.... 

78N-1433 _  . 

II 

870.1435.... 

78N-1434 . .  ...  _ 

II 

870.1450.... 

7RN-14.'1.5  . 

H 

870.1650 

78N-1436 . . 

n 

870.1660 

78N-1437 . . 

H 

670.1670 

7IIN-14.‘M 

H 

870.1750 

7AM.1^'ia 

II 

870.1800.... 

7IIN-144n 

II 

870.1875.... 

7eN-1441 . . . . 

1. 11 

870.1915 

7aN-1442  . . 

II 

Subpart  C— CarcMovascuiar  Monitoring  Daviess 

870.2050..... . 

.  78N-1443 . . 

N 

670.2060 . . 

7RN-1444  . 

N 

670.2100 . 

7RN-1445 

N 

870.2120 . 

7AN.144A 

II 

670.2300 . . 

.  78N-1447 . .  . 

H 

870.2310 . 

,  78N-1448 . . . . 

N 

870.2320... 

7flN-1440 . 

H 

870.2330 _ 

.  78N-1450 _  . 

II 

870.2340 _ 

,  78N-1451 .  . . . 

II 

870.2350 _ 

.  7aN-145? 

II 

870.2380 _ 

.  78N-1453 _  _ 

H 

870.2370... 

7RN-14^ 

H 

870.2390 . . 

47AN-14(W 

H 

870.2400 . 

’7I1N-I4fi7 

H 

870  9450 

.  78N-1456 . . . 

N 

870.2600. 

78N-1459...  _ _ 

n 

870.2620 

7BN-1460 . 

II 

670.2640...  _. 

78N-1461 _ _ _ _ 

H 

870.2675...  ._ 

7AN-14a9 

870.2700... 

7flN-14IW 

II 

870.2710 . 

7ftN.14JU 

II 

870.2750 . 

7AN.14A^ 

H 

870.2770 . 

78N-1466 . . 

H 

870.2780 . 

70N-1467 . . . 

II 

670.2800 . 

7AN.14Afl 

H 

870.2810 . 

78N-1469 .  » 

N 

870.2840... 

7fllSU1470 

II 

870.2850 _ 

78N-1471 _ _ _ _ 

II 

870.2860  _ 

7flN-1479 . 

II 

870.2870 _ 

78N-1473..- _ _  „ 

N 

870.2880 _ 

7flN-1474  . 

II 

870.2890 _ 

7814-1475 . . . . 

II 

870.2900 . 

78N-1476 _ _ _ 

II 

870.2910 . 

78N-1477 _ _ 

II 

670.2920 . 

78N-1478 _ 

II 

1 
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tubpart  D— Cardiovaaciilar  PrMttMUc  OavICM 


Vascular  . . 

Vena  cava  dip . 

Arterial  eitiboltration  device . - . 

Cardiovascular  intravascular  Mar - - - — - . 

Vascular  graft  prosthesis  of  less  than  6  mm  dianvoter - - - - — 

Vascular  graft  prosthesis  of  6  mm  and  greater  diameter - 

Intracardiac  patch  or  pledget  made  of  polypropylene,  polyethylene  terephtha- 
late.  or  polytetrafkioroethylene. 

Intra-aortic  balloon  and  control  system  -  . 

Ventricular  bypass  (assist)  devices  -  - 

External  pacemaker  pulse  generator  -  . 

Implantable  pacemaker  pulse  generator  . 

Pacemaker  lead  adaptor .  . 

Pacemaker  generator  function  analyzer— - - - 

Indrect  pacemaker  generator  function  analyzer . . . 

Pacemaker  potyraeric  mesh  bag . . . 

Pacemaker  charger . . . 

Permanent  and  temporaiy  pacemaker  electrode . . . . . . 

Pacemaker  test  magnet . . 

Pacemaker  programmer . "• 

Pacemaker  repair  or  replacement  materials - - — 

Pacemaker  electrode  function  tester . . v~ . - . 

Pacemaker  service  tools . — 

Annuloplasty  ring  . . . . 

Carotid  sinus  nerve  stimulator . - . 

Replacement  heart  valve.,  . . . . 

Prosthesis  heart  valve  holder  - 

Prosthesis  heart  valve  sizer  _  ... - - - - 


78N-1479 _ 

78N-1480....,a _ 

78N-148t 

78N-1482 _ 

78N-t483 . — 

78N-1484 . . 

78N-1485 - 


78N-1600..~ 
78N-1601— . 
78N-1502-_ 
78N-1503_ 
78N-1504_ 
78N-1508— . 
78N-1S0e~~ 
78N-1507..„. 


7nN-1487 . . 

W 

_ 78N-i4aa - 

lU 

.  78N-1489 _ 

.  7SN-1490 . 

HI 

III 

.  78N-1491 . 

III 

. .  78N-1492 . 

H 

78N-1493™ 

H 

_ 78N-1494 _ 

H 

. .  78N-1496 _ 

H 

7AM-lsa7 . _ 

II.  m 

_  78N-1498 _ 

H 

. .  78N-1499_.: - 

III 

Subpart  E—Cardiovaecuiar  Surgical  Devicas 


S70.407S-. 

870.4200 

870.4205- 

870.4210.. . 

870.4220.. . 

870.4230.. . 

870.4240.. . 

870.4250.. . 
870  4260... 

870.4270.. . 
870.4280- 
870.4290 - 

870.4300.. . 

870.4310.. . 

870.4320.. . 

870.4330.. . 

870.4340.. . 

870.4350.. . 

870.4360 .. . 

870.4370.. . 
87a4380... 

870.4390.. 

870.4400 .. 

870.4410.. 

870.4420.. 

870.4430.. 

870.4450.. 

870.4475.. 
870.4500  _ 

870.4875.. 

870.4885.. 


Endomyocardial  biopsy  device . — 

Cardkj^monaiy  bypass  accessory  equipment - - - 

Cardiopulmonary  bypass  bubble  detector - - — - - - — — . 

Cardiopulmonary  bypass  vascular  catheter,  cannula,  or  tubing - — . 

Cardiopulmonafy  bypass  hoart-kmg  machine  console . . ........ 

Cardlopulmonaiy  bypass  defoamer . . 

Cardloixjimonary  bypass  heat  exchanger . . 

Cardloixilmonary  bypass  temperature  controller.-. . . . — . — — 

Cardlopulmonaiy  bypass  arterial  Bne  blood  fillor...- - — ... — — - 

Cardlopulmonaiy  bypass  cardlotomy  suction  Rne  blood  filter - 

Cardiopulmonary  pre-bypass  filter . - . . 

Cardiopulmonary  bypass  fitting,  manifold,  stopcock  and  adaptor - 

Cardlopulmonaiy  bypass  gas  control  unit. . - . - . 

Cardlopulmonaiy  bypass  coronary  pressure  gauge - 

Cardiopulmonary  bypass  pulsatile  flow  generator . 

Cardiopulmonary  bypass  on-Bne  blood  gas  monitor . . . 

Cardlopulmonaiy  bypass  level  sensing  monitor  and/or  control - 

Cardlopulmonaiy  bypass  oxygenator . - . - . 

Nonroller  type  cardtopohitonaiy  bypass  blood  pump - 

Roller-type  cardiopuirnonanr  bypass  blood  pump . 

Cardiopulmonary  bypass  pump  speed  control - - 

CardiofMilmonaiy  bypass  pump  tubing - 

Cardiopulmonary  bypass  blood  reservoir. - 

Cardiopulmonary  bypass  in-lino  blood  gas  sensor - 

Cardnpulmonary  bypass  cardlotomy  return  sucker - 

Cardiopulmonary  btiiass  intracardiac  suction  conbol . - . — 

Vascular  damp . . . - . . 

Surgical  veaael  dilalor . . 

Cardiovascular  surgical  instruments - — - - - — — — — . 

Intraluminal  artery  stripper - 

,  External  vein  stripper . . . — . . . . . — 


78N-1508..- 
78N-1509- 
78N-1378._ 
78N-1510- 
78N-1511™ 
78N-1512... 
78N-1513..., 
78N-1514- 
78N-1515... 
78N-1516- 
78N-1517- 
78N-1518... 
78N-1519... 
78N-1520... 
78N-1521™ 
78N-1522- 
78N-1523_ 
78N-1524... 
78N-1525... 
78N-1526- 
78N-1527... 
78N-1528... 
78N-1529- 
78N-1530... 
7eN-1531 ... 
78N-1532- 
7eN-1533- 
78N-1534- 
78N-1535- 
78N-153e... 
78N-1537_ 


Subpart  F— Cardiovascular  Therapeutic  Devices 


Patient  care  suction  apparatus . 

Embolectomy  catheter . - . . . . . 

Septostomy  catheter . . — . . 

External  cardiac  compressor . . . — 

External  counter-pulsating  device . . . 

DC-defibrillator  (including  paddles) . 

Defibrillator  tester . 

External  transcutaneous  cardtac  pacemaker  (noninvasive) - 

Compressible  limb  sleeve . . . . — - - 

Thermal  regulating  system . - . . 

Automatic  rotating  tourniquet - 


78N-153e- 

78N-1539.. 

78N-1540- 

78N-1541_ 

78N-1542- 

78N-1543.. 

78N-1544- 

78N-1545- 

78N-1546- 

78N-1547.. 

78N-1548- 
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Patient  Information 

FDA  Is  considering  requiring  the 
development  and  dissemination  of 
information  for  patients  and  consumers 
about  the  uses,  benefits,  and  risks  of 
medical  devices.  For  example,  patient 
information  has  already  been  required 
or  approved  by  FDA  for  intrauterine 
devices  and  hearing  aids.  In  addition, 
the  Bureau  of  Radiological  Health  is 
conducting  a  consiuner  education 
program  on  x-rays  that  includes  posters 
on  the  effects  of  radiation  during  . 
pregnancy  and  the  distribution  of  x-ray 
record  cards. 

FDA  believes  that  patient  information 
is  needed  if:  (1)  There  is  a  choice  among 
alternatives  of  which  the  patient  should 
be  aware;  (2)  there  are  substantial  risks 
or  discomforts  associated  with  the 
product;  (3)  the  cost  of  the  product  is 
significant;  (4)  there  is  a  need  for  the 
patient  to  strictly  adhere  to  a  specific 
treatment  regimen;  or  (5)  there  is 
substantial  public  or  professional 
controversy  about  the  device  or  its 
related  procedures. 

FDA  can  require  that  manufacturers 
make  medical  device  information 
available  to  providers  for  their  use  and 
the  use  of  their  patients  through  the 
premarket  approval  or  standards-setting 
processes  as  well  as  the  general  control 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  The  mechanisms 
available  to  FDA  to  provide  patient 
information  for  devices  include:  (1) 
Labeling  for  restricted  and  nonrestricted 
devices;  (2)  patient  package  inserts  and 
provider  information;  and  (3)  consumer 
and  patient  education  programs. 

FDA  has  tentatively  identified  several 
cardiovascular  devices  for  which  patient 
information  may  be  required.  Other 
cardiovascular  devices  may  be 
identified  in  the  future,  after  the  criteria 
for  selection  of  devices  needing  patient 
information  have  been  further  refined. 
The  devices  that  have  been  identified  so 
far  are  listed  below: 

1.  Home-use  devices  in  these 
categories:  blood  pressure  cui^s  (Docket 
No.  78N-1410),  noninvasive  blood 
pressure  measurement  systems  (Docket 
No.  78N-1411),  stethoscopes  (Docket  No. 
78N-1441). 

2.  Monitoring  equipment  for  home  use, 
in  the  following  categories:  Arrhythmia 
detectors  and  alarms  (Docket  No.  78N- 
1407),  electrocardiographs  (Docket  No. 
78N-1451),  electrocardiograph 
electrodes  (Docket  No.  78N-1453), 
medical  magnetic  tape  recorders 
(Docket  No.  78N-1468). 

3.  Home-use  heart  rate  monitors  in 
one  of  the  following  categories:  Cardiac 
monitors  (including  cardiotachometers 
and  rate  alarms)  (Docket  No.  78N-1447), 


impedance  plethysmographs  (Docket 
No.  78N-1466),  hydraulic,  pneumatic,  or 
photoelectric  plethysmographs  (Docket 
No.  78N-1467). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
amends  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regiilations  by  adding  new 
Part  870,  Subpart  A,  to  read  as  follows: 

PART  870~CARDiOVASCULAR 
DEVICES 

Subpart  A— General  Provisions 

Sec. 

870.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat 
1055,  90  Stat  540-546  (21  US.C  360c,  701(a)). 

Subpart  A— General  Provisions 

§  87ai  Scope. 

(a)  This  part  sets  forth  the 
classification  of  cardiovascular  devices 
intended  for  human  use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is.  o^ 
will  be,  subject  to  the  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  may  not  show  merely 
that  the  device  is  acciu'ately  described 
by  the  section  title  and  identification 
provision  of  a  regulation  in  this  part,  but 
shall  state  why  the  device  is 
substantially  equivalent  to  other 
devices,  as  required  by  §  807.87. 

(c)  To  avoid  duplicative  listings,  a 
cardiovascular  device  that  has  two  or 
more  types  of  uses  (e.g.,  used  both  as  a 
diagnostic  device  and  as  a  therapeutic 
device)  is  listed  in  the  subpart 
representing  one  use  of  the  device, 
rather  than  in  two  or  more  subparts. 

(d)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Chapter  I  of 
Title  21,  unless  otherwise  noted. 

Effective  date.  This  regulation  is 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055,  90  Stat. 
540-546  (21  U.S.C.  (360c,  371(a)))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulotory  Affairs. 

pH  Doc.  80-3205  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-14071 

Cardiovascular  Device^  Classification 
of  Arrhythmia  Detectors  and  Alarms 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  arrhythmia  detectors 
and  alarms  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning  the 
safety  and  effectiveness  tests  of  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  Diis 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13291)  a  proposed  regulation  to 
classify  arrhythmia  detectors  and 
alarms  into  dass  IB  (premalket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  coments  to  FDA. 

One  comment  was  received  regarding 
arrhythmia  detectors  and  alarms.  The 
comment  suggested  that  the  device 
should  be  in  class  II  rather  than  class  III 
as  proposed.  The  comment  said  that 
“standards  do  exist  and  that 
determinations  of  effectiveness  are 
available  and  recognized.”  The 
comment  provided  information  showing 
one  institution's  purchasing 
specifications  indicating  the  accuracy 
level  and  types  of  algorithm  considered 
acceptable  by  that  institution.  The 
comment  also  presented  data  showing 
the  means  for  comparison  of  accuracy  of 
detection  programs  (Ref.  1). 
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FDA  is  aware  of  standardization 
efforts  relating  to  arrhythmia  detectors. 
To  date,  those  efforts  have  not  produced 
adequate  performance  data  on  which  to 
base  a  standard.  Although  the  reference 
(Ref.  1)  cited  in  the  comment  reviewed 
studies  of  the  accuracy  of  these  devices, 
it  noted  that  “the  methods  for  evaluating 
an  arrhythmia  monitoring  system  or 
determining  the  accuracy  of  a 
monitoring  program  were  not 
consistent."  The  reference  also  states, 

“If  the  clinical  efficacy  of  an  arrhythmia 
monitoring  system  is  to  be  determined,  it 
can  only  be  accomplished  as  a  result  of 
continuous,  long-term,  on-site  clinical 
testing  using  unadulterated  ECG  data." 
FDA  believes  that  the  comment 
presented  insufficient  information  on 
which  to  base  a  performance  standard 
and  that  there  is  a  lack  of  progress 
toward  establishing  a  performance 
standard.  Therefore,  FDA  believes  the 
device  should  remain  in  class  III  and  is 
adopting  the  proposed  regulation 
without  change. 

Reference 

l.“AiThythmia  Monitoring  Systems,” 
American  Society  for  Hospital  Engineering  of 
the  American  Hospital  Association,  Chicago, 
IL,  197& 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  by  adding  new 
Subpart  B  including  new  §  870.1025,  to 
read  as  follows: 

Subpart  B — Cardiovascular  Diagnostic 
Devices 

§  870.1025  Arrhythmia  detector  and  alarm. 

(a)  Identification.  An  arrhythmia 
detector  and  alarm  is  a  system  that 
monitors  the  electrocardiogram  and  is 
designed  to  produce  a  visible  or  audible 
signal  or  alarm  when  an  atrial  or 
ventricular  arrhythmia,  such  as  a 
premature  contraction  or  ventricular 
fibrillation,  exists. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3206  Filed  Z-4-80;  a45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1408] 

Cardiovascular  Devices;  Classification 
of  Blood  Pressure  Alarms 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  pressure  alarms 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13292)  a  proposed  regulation  to 
classify  blood  pressure  alarms  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1100,  to  read  as 
follows: 

§  870. 1 1 00  Blood  pressure  alarm. 

(a)  Identification.  A  blood  pressure 
alarm  is  a  device  that  accepts  the  signal 
from  a  blood  pressure  transducer 
amplifier,  processes  the  signal,  and 
emits  an  alarm  when  the  blood  pressure 
falls  outside  a  pre-set  upper  or  lower 
limit. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  3^.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3207  Filed  2-4-80:  8:46  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1409] 

Cardiovascular  Devices;  Classification 
Of  Blood  Pressure  Computers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  pressure 
computers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13293)  a  proposed  regulation  to 
classify  blood  pressure  computers  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
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Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1110,  to  read  as 
follows: 

§  870. 1110  Blood  pressure  computer. 

(a)  Identification.  A  blood  pressure 
computer  is  a  device  that  accepts  the 
electrical  signal  from  a  blood  pressure 
transducer  amplifier  and  indicates  the 
systolic,  diastolic,  or  mean  pressure 
based  on  the  input  signal. 

(b) .  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  itandolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80.3208  Filed  2-4-80;  8:45  ami 
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21  CFR  Part  870 

[Docket  No.  78N-14101 

Cardiovascular  Devices;  Classification 
of  Blood  Pressure  Cuffs 

agency;  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  blood  pressure  cuffs  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13294)  a  proposed  regulation  to 
classify  blood  pressure  cuffs  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 


persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a}))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  {  870.1120,  to  read  as 
follows: 

§  870.1 120  Blood  pressure  cuff. 

(a)  Identification.  A  blood  pressure 
cuff  is  a  device  that  has  an  inflatable 
bladder  in  an  inelastic  sleeve  (cuff)  with 
a  mechanism  for  inflating  and  deflating 
the  bladder.  The  cuff  is  used  in 
conjunction  with  another  device  to 
determine  a  subject's  blood  pressure. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  StaL  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3209  Filed  2-4-80;  8:45  am) 

BHUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1411) 

Cardiovascular  Devices;  Classification 
of  Noninvasive  Blood  Pressure 
Measurement  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  hnal 
rule  classifying  noninvasive  blood 
pressure  measurement  systems  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Regbter  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  emd  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13295)  a  proposed  regulation  to 
classify  noninvasive  blood  pressure 
measurement  systems  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed  . 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1130,  to  read  as 
follows: 

§  870.1 130  Noninvasive  blood  pressure 
measurement  system. 

(a)  Identification.  A  noninvasive 
blood  pressure  measurement  system  is  a 
device  that  provides  a  signal  hrom  which 
systolic,  diastolic,  mean,  or  any 
combination  of  the  three  pressures  can 
be  derived  through  the  use  of  tranducers 
placed  on  the  surface  of  the  body. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3210  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1412] 

Cardiovascular  Devices;  Classification 
of  Venous  Blood  Pressure 
Manometers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  venous  blood  pressure 
manometers  into  class  II  (performance 
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standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  cf  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACr. 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HKF-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13296)  a  proposed  regulation  to 
classify  venous  blood  pressure 
manometers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1140,  to  read  as 
follows: 

§  870. 1140  Venous  blood  pressure 
manometer. 

(a)  Identification.  A  venous  blood 
pressure  manometer  is  a  device 
attached  to  a  venous  catheter  to  indicate 
manometrically  the  central  or  peripheral 
venous  pressure. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3211  Filed  2-4-80:  8:48  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  870 

(Docket  No.  78N-1413] 

Cardiovascular  Devices;  Classification 
of  Diagnostic  Intravascular  Catheters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  diagnostic  intravascular 
catheters  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13297)  a  proposed  regulation  to 
classify  diagnostic  intravascular 
catheters  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1200,  to  read  as 
follows: 

§  870.1200  Diagnostic  intravascular 
catheter. 

(a)  Identification.  An  intravascular 
diagnostic  catheter  is  a  device  used  to 
record  intracardiac  pressures,  to  sample 
blood,  and  to  introduce  substances  into 
the  heart  and  vessels.  Included  in  this 
generic  device  are  right-heart  catheters, 
left-heart  catheters,  and  angiographic 
catheters,  among  others. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3212  Filed  2-4-80:  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1414] 

Cardiovascular  Devices;  Classification 
of  Continuous  Flush  Catheters 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  continuous  flush 
catheters  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HKF-450),  Food  and  Drug 
Administration  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13298)  a  proposed  regulation  to 
classify  continuous  flush  catheters  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-846  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
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Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1210,  to  read  as 
follows: 

§  870. 1210  Continuous  flush  catheter. 

(a)  Identification.  A  continuous  flush 
catheter  is  an  attachment  to  a  catheter- 
transducer  system  that  permits 
continuous  intravascular  flushing  at  a 
slow  infusion  rate  for  the  purpose  of 
eliminating  clotting,  back-leakage,  and 
waveform  damping. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3213  Filed  2-4-60;  8:45  am) 

BILUNG  CODE  4110-03^ 

21  CFR  Part  870 

[Docket  No.  78N-1415] 

Cardiovascular  Devices;  Classification 
of  Electrode  Recording  Catheters  or 
Electrode  Recording  Probes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  hnal 
rule  classifying  electrode  recording 
catheters  or  electrode  recording  probes 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classihcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13299)  a  proposed  regulation  to 


classify  electrode  recording  catheters  or 
electrode  recording  probes  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1220,  to  read  as 
follows: 

§  870.1220  Electrode  recording  catheter 
or  electrode  recording  probe. 

(a)  Identification.  An  electrode 
recording  catheter  or  an  electrode 
recording  probe  is  a  device  used  to 
detect  an  intracardiac 
electrocardiogram,  or  to  detect  cardiac 
output  or  left-to-right  heart  shunts.  The 
device  may  be  unipolar  or  multipolar  for 
electrocardiogram  detection,  or  may  be 
a  platinum-tipped  catheter  which  senses 
the  presence  of  a  special  indicator  for 
cardiac  output  or  left-to-right  heart 
shunt  determinations. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  7011a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3214  Filed  2-4-80:  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  870 

[Docket  No.  78N~1416] 

Cardiovascular  Devices;  Classification 
of  Fiberoptic  Oximeter  Catheters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  flberoptic  oximeter 
catheters  into  class  U  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 


EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13300)  a  proposed  regulation  to 
classify  fiberoptic  oximeter  catheters 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1230,  to  read  as 
follows: 

§  870. 1 230  Fiberoptic  oximeter  catheter. 

(a)  Identification.  A  fiberoptic 
oximeter  catheter  is  a  device  used  to 
estimate  the  oxygen  saturation  of  the 
blood.  It  consists  of  two  fiberoptic 
bundles  that  conduct  light  at  a  desired 
wavelength  through  blood  and  detect 
the  reflected  and  scattered  light  at  the 
distal  end  of  the  catheter. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-3215  Filed  2-4-80;  ft45  am)  ' 
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21  CFR  Part  870 

[Docket  No.  78N-1417] 

Cardiovascular  Devices;  Classification 
of  Row-Directed  Cathete.  s 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  Hie  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  flow-directed  catheters 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13301)  a  proposed  regulation  to 
classify  flow-directed  catheters  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1240,  to  read  as 
follows: 

§  870.1240  Flow-directed  catheter. 

(a)  Identification.  A  flow-directed 
catheter  is  a  device  that  incorporates  a 
gas-filled  balloon  to  help  direct  the 
catheter  to  the  desired  position. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  300c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

[FR  Doc.  80-3Zie  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 

[Docket  Na  78N-1418] 

Cardiovascular  Devices;  Classification 
of  Percutaneous  Catheters 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  percutaneous  catheters 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
development  of  the  proposed  regulations 
classifying  cardiovascular  devices,  the 
medical  device  classification 
procedures,  and  the  activities  of  the 
Cardiovascular  Device  Classification 
Panel.  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  13302)  a 
proposed  regulation  to  classify 
percutaneous  catheters  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1250,  to  read  as 
follows: 


§  870. 1 250  Percutaneous  catheter. 

(a)  Identification.  A  percutaneous 
catheter  is  a  device  that  is  introduced 
into  a  vein  or  artery  through  the  skin 
using  a  dilator  and  a  sheath  (introducer) 
or  guide  wire. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
540  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3217  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1420] 

Cardiovascular  Devices;  Classification 
of  Intracavitary  Phonocatheter 
Systems 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intracavitary 
phonocatheter  systems  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13304)  a  proposed  regulation  to 
classify  intracavitary  phonocatheter 
systems  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 


Federal  Register  /  Vol.  45,  No.  25  /  Tuesday,  February  5,  1980  /  Rules  and  Regulations 


7913 


regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1270,  to  read  as 
follows: 

§  870.1270  Intracavitary  phonocatheter 
system. 

(a)  Identification.  An  intracavitary 
phonocatheter  system  is  a  system  that 
includes  a  catheter  with  an  acoustic 
transducer  and  the  associated  device 
that  processes  the  signal  from  the 
transducer;  this  device  records 
bioacoustic  phenomena  from  a 
transducer  placed  within  the  heart, 
blood  vessels,  or  body  cavities. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3218  Filed  2-4-80;  8:45  amj 

BILLING  COOe  4110-03-M 


21  CFR  Part  870 
(Docket  No.  78N-1421] 

Cardiovascular  Devices;  Classification 
of  Steerable  Catheters 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  steerable  catheters  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia  , 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559.'  . 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 


March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classifrcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classifrcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13305)  a  proposed  regulation  to 
classify  steerable  catheters  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1280,  to  read  as 
follows: 

§  870.1280  Steerable  catheter. 

(a)  Identification.  A  steerable  catheter 
is  a  catheter  used  for  diagnostic  and 
monitoring  purposes  whose  movements 
are  directed  by  a  steering  control  unit. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a])) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3219  Filed  2-4-80;  8;45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1422] 

Cardiovascular  Devices;  Classification 
of  Steerable  Catheter  Control  Systems 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  frnal 
rule  classifying  steerable  catheter 
control  systems  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 


EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classifrcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classifrcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13306)  a  proposed  regulation  to 
classify  steerable  catheter  control 
systems  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1290,  to  read  as 
follows: 

§  870.1290  SteerabiB  catheter  control 
system. 

(a)  Identification.  A  steerable  catheter 
control  system  is  a  device  that  is 
connected  to  the  proximal  end  of  a 
steerable  guide  wire  that  controls  the 
motion  of  the  steerable  catheter. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc  80-3220  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

(Docket  No.  78N-1423] 

Cardiovascular  Devices;  Classification 
of  Catheter  Cannulas 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  cannulas  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACr. 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13307)  a  proposed  regulation  to 
classify  catheter  cannulas  into  class-II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat,  1055,  90  Stat.  540-v-i6  ;21 
U.S,C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  670  in  Subpart  B  by 
adding  new  §  870.1300,  to  read  as 
follows: 

§  870. 1 300  Catheter  cannula 

(a)  Identification.  A  catheter  cannula 
is  a  hollow  tube  which  is  inserted  into  a 
vessel  or  cavity;  this  device  provides  a 
rigid  or  semirigid  structure  which  can  be 
connected  to  a  tube  or  connector. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))] 


Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  aa-32»  Filed  2-4-aO;  B:4B  am) 
BILUNQ  CODE  411O-0S-M 


21  CFR  Part  870 

[Docket  No.  78N-1424] 

Cardiovascular  Devices;  Classification 
of  Vessel  Dilators  for  Percutaneous 
Catheterization 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vessel  dilators  for 
percutaneous  catheterization  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  efiectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13264),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13308]  a  proposed  regulation  to 
classify  vessel  dilators  for  percutaneous 
catheterization  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1310,  to  read  as 
follows: 


§  870.1310  Vessel  dilator  for 
percutaneous  catheterization. 

(a)  Identification.  A  vessel  dilator  for 
percutaneous  catheterization  is  a  device 
which  is  placed  over  the  guide  wire  to  ’ 
enlarge  the  opening  in  the  vessel,  and 
which  is  then  removed  before  sliding  the 
catheter  over  the  guide  wire. 

(I )  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat  1055,  90  StaL  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  aO-3222  FUed  2-4-80;  8:46  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1426] 

Cardiovascular  Devices;  Classification 
of  Catheter  Guide  Wires 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA).is  issuing  a  final 
rule  classifying  catheter  guide  wires  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DAtE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HKF-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13309)  a  proposed  regulation  to 
classify  catheter  guide  wires  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regairding  the  proposed 
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regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1330,  to  read  as 
follows: 

§  870.1330  Catheter  guide  wire. 

(a)  Identification.  A  catheter  guide 
wire  is  a  coiled  wire  that  is  designed  to 
fit  inside  a  percutaneous  catheter  for  the 
purpose  of  directing  the  catheter  through 
a  blood  vessel. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date:  This  regxilation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-3223  Filed  2-4-80;  8:45  am) 

BIIXING  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1427] 

Cardiovascular  Devices;  Classification 
of  Catheter  Introducers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  ruleij^ 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  introducers  into 
class  II  (performances  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 


activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13310)  a  proposed  regulation  to 
classify  catheter  percutaneous 
introducers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device.  FDA  is 
making  a  change  in  the  name  of  the 
device,  however,  to  clarify  that  the 
regulation  applies  to  all  catheter 
introducers. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1340,  to  read  as 
follows: 

§  870.1340  Catheter  Introducer. 

(a)  Identification.  A  catheter 
introducer  is  a  sheath  used  to  facilitate 
placing  a  catheter  through  the  skin  into 
a  vein  or  artery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3224  nied  2-4-80;  8:45  am] 

BIUJNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1428] 

Cardiovascular  Devices;  Classification 
of  Catheter  Balloon  Repair  Kits 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  balloon  repair 
kits  into  class  III  (premarket  approval). 
The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  that 
includes  information  concerning  safety 
and  effectiveness  tests  for  the  device. 
Each  application  must  be  submitted  to 
FDA  on  or  before  September  30, 1982,  or 
90  days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 


of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13311)  a  proposed  regulation  to 
classify  catheter  balloon  repair  kits  into 
class  III  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1350,  to  read  as 
follows: 

§  870. 1 350  Catheter  balloon  repair  kit 

(a)  Identification.  A  catheter  balloon 
repair  kit  is  a  device  used  to  repair  or 
replace  the  balloon  of  a  balloon 
catheter.  The  kit  contains  the  materials, 
such  as  glue  and  balloons,  necessary  to 
effect  the  repair  or  replacement. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1960. 

William  F*.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3225  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1429] 

Cardiovascular  Devices;  Classification 
of  Trace  Microspheres 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  trace  microspheres  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
E'^ucation,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaning  the  development  of 
the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13312)  a  proposed  regulation  to 
classify  trace  microspheres  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1360,  to  read  as 
follows: 

§  670.1360  Trace  micfosphere. 

(a)  Identification.  A  trace  microsphere 
is  a  radioactively  tagged 


nonbiodegradable  particle  that  is 
intended  to  be  injected  into  an  artery  or 
vein  and  trapped  in  the  capillary  bed  for 
the  purpose  of  studying  blood  flow 
within  or  to  an  organ. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissionec  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3226  Filed  2-4-80;  8:46  am) 
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21  CFR  Part  870 
[Docket  No.  76N-1430] 

Cardiovascular  Devices;  Classification 
of  Catheter  Tip  Occluders 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  tip  occluders 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  U  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13313)  a  proposed  regulation  to 
classify  catheter  tip  occluders  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  .B  by 
adding  new  §  870.1370,  to  read  as 
follows: 

§  870. 1370  Catheter  tip  occluder. 

(a)  Identification.  A  catheter  tip 
occluder  is  a  device  that  is  inserted  into 
certain  catheters  to  prevent  flow 
through  one  or  more  orifices. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3227  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 
[Docket  No.  78N-1431] 

Cardiovascular  Devices;  Classification 
of  Catheter  Stylets 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  stylets  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13314)  a  proposed  regulation  to 
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classify  catheter  stylets  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1380,  to  read  as 
follows: 

§870.1380  Catheter  stylet 

(a)  Identification.  A  catheter  stylet  is 
a  wire  that  is  run  through  a  catheter  or 
cannula  to  render  it  stiff. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3228  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 
[Docket  No.  78N-1432] 

Cardiovascular  Devices;  Classification 
of  Trocars 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  trocars  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 


March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classibcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13315)  a  proposed  regulation  to 
classify  trocars  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

<  Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conunissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1390,  to  read  as 
follows: 

§  870.1390  Trocar. 

(a)  Identification.  A  trocar  is  a  sharp- 
pointed  instrument  used  with  a  cannula 
for  piercing  a  vessel  or  chamber  to 
facilitate  insertion  of  the  cannula. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980.  , 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3229  Filed  2-4-80:  ft45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1433] 

Cardiovascular  Devices;  Classification 
of  Programmable  Diagnostic 
Computers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  programmable 
diagnostic  computers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980 
FOR  FURTHER  INFORMATION  COI^ACT 

John  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

publiched  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiffcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classiffcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13316)  a  proposed  regulation  to 
classify  programmable  diagnostic 
computers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1425,  to  read  as 
follows: 

§  870. 1 425  Programmable  diagnostic 
computer. 

(a)  Identification.  A  programmable 
diagnostic  computer  is  a  device  that  can 
be  programmed  to  compute  various 
physiologic  or  blood  flow  parameters 
based  on  the  output  ff'om  one  or  more 
electrodes,  transducers,  or  measuring 
devices;  this  device  includes  any 
associated  commercially  supplied 
programs. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3230  FUed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1434] 

Cardiovascular  Devices;  Classification 
of  Single-Function,  Preprogrammed 
Diagnostic  Computers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  [FDA]  is  issuing  a  final 
rule  classifying  single-function, 
preprogrammed  diagnostic  computers 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide,  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13317)  a  proposed  regulation  to 
classify  single-function,  preprogrammed 
diagnostic  computers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is. 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)]]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1435,  to  read  as 
follows: 

§  870.1435  Single-function, 
preprogrammed  diagnostic  computer. 

(a)  Identification.  A  single-function, 
preprogrammed  diagnostic  computer  is  a 
hard-wired  computer  that  calculates  a 
specific  physiological  or  blood-flow 


parameter  based  on  information 
obtained  from  one  or  more  electrodes, 
transducers,  or  measuring  devices. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

Doc.  80-3231  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1435] 

Cardiovascular  Devices;  Classification 
of  Densitometers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  densitometers  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13318)  a  proposed  regulation  to 
classify  densitometers  into*  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)]]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1450,  to  read  as 
follows: 

§  870.1450  Densitometer. 

(a)  Identification.  A  densitometer  is  a 
device  used  to  measure  the  transmission 
of  light  through  an  indicator  in  a  sample 
of  blood. 

(b)  Classification.  ClasB  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6,  .1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980.  * 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3232  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  411(M)3-M 


21  CFR  Part  870 
[Docket  No.  78N-1436] 

Cardiovascular  Devices;  ‘Classification 
of  Angiographic  Injectors  and 
Syringes 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  angiographic  injectors 
and  syringes  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13319)  a  proposed  regulation  to 
classify  angiographic  injectors  and 
syringes  into  class  II  (performance 
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standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a],  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1650,  to  read  as 
follows: 

§  870. 1 650  Angiographic  injector  and « 
syringe. 

(a)  Identification.  An  angiographic 
injector  and  syringe  is  a  device  that 
consists  of  a  syringe  and  a  high-pressure 
injector  which  are  used  to  inject 
contrast  material  into  the  heart,  great 
vessels,  and  coronary  arteries  to  study 
the  heart  and  vessels  by  x-ray 
photography. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  Date.  This  regulation  shall 
be  effective  March,  1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3233  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1437] 

Cardiovascular  Devices;  Classification 
of  Indicator  Injectors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  indicator  injectors  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
*  of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13319)  a  proposed  regulation  to 
classify  indicator  injectors  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  imder  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1660,  to  read  as 
follows: 

§  870.1660  Indicator  injector. 

(a)  Identification.  An  indicator 
injector  is  an  electrically  or  ^as-powered 
device  designed  to  inject  accurately  an 
indicator  solution  into  the  blood  stream. 
This  device  may  be  used  in  conjuction 
with  a  densitometer  or  thermodilution 
device  to  determine  cardiac  output. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3234  Filed  2-4-80;  8;45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1438] 

Cardiovascular  Devices;  Classification 
of  Syringe  Actuators  for  an  Injector 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  syringe  actuators  for  an 
injector  into  class  II  (performance 
standards).  The  effect  of  classifying  a 


device  into  class  II  is  to  provide  for  the  ? 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13320)  a  proposed  regulation  to 
classify  syringe  actuators  for  an  injector 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1670,  to  read  as 
follows: 

§  870.1670  Syringe  actuator  for  an 
injector.  . 

(a)  Identification.  A  syringe  actuator 
-  for  an  injector  is  an  electriCfal  device 

that  controls  the  timing  of  an  injection 
by  an  angiographic  or  indicator  injector 
and  synchronizes  the  injection  with  the 
electrocardiograph  signal. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3235  Filed  2-4-80;  8;45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1439] 

Cardiovascular  Devices;  Classification 
of  External  Programmable  Pacemaker 
Pulse  Generators 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  programmable 
pacemaker  pulse  generators  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13321)  a  proposed  regulation  to 
classify  external  programmable 
pacemaker  pulse  generators  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  unc^r  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1750,  to  read  as 
follows: 

§  870.1750  External  programmable 
pacemaker  pulse  generator. 

(a)  Identification.  An  external 
programmable  pacemaker  pulse 
generators  is  a  device  that  can  be 
programmed  to  produce  one  or  more 


pulses  at  preselected  intervals;  this 
device  is  used  in  electrophysiological 
studies. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3236  Piled  2-4-80;  8:45  am) 
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21  CFR  Part  870 
[Docket  No.  78N-1440] 

Cardiovascular  Devices;  Classification 
of  Withdrawal-infusion  Pumps 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  withdrawal-infusion 
pumps  into  class  n  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13322)  a  proposed  regulation  to 
classify  withdrawal-infusion  pumps  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
D.S.C.  380c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1800,  to  read  as 
follows: 

§  870. 1 800  WKhdrawaHnfusion  puq^. 

(a)  Identification.  A  withdrawal- 
infusion  pump  is  a  device  designed  to 
inject  accurately  drugs  into  the 
bloodstream  and  to  withdraw  blood 
samples  for  use  in  determining  cardiac 
output. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3237  Filed  2-4-80;  8:45  am) 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870  . 

[Docket  No.  78N-1441] 

Cardiovascular  Devices;  Classification 
of  Stethoscopes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  manual  stethoscopes 
into  class  I  (general  controls)  and 
electronic  stethoscopes  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  ei^ectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
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activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13323)  a  proposed  regulation  to 
classify  stethoscopes  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

One  comment  was  received  regarding 
this  device.  The  comment  suggested  that 
stethoscopes  should  be  classified  into 
class  I  rather  than  class  II  as  proposed. 
The  comment  stated  that  efforts  to 
relate  the  frequency  response  of  a 
stethoscope  to  its  performance  have 
been  unsuccessful  and  that  the 
performance  of  a  stethoscope  is  very 
subjective,  depending  largely  on  the 
individual  user’s  perceptions.  The 
comment  stated  ^ther  that  it  did  not 
believe  “that  the  ClassiHcation  Panel 
was  aware  of  all  the  varied  technical 
parameters  that  provide  for  quality 
stethoscopic  performance  and  singled 
out  a  popular  notion  that  h'equency 
response  control  would  contribute  to 
improved  performance.”  The  comment 
also  disagreed  with  the  agency’s 
statement  that  the  device’s  most 
common  use  is  in  the  cardiovascular 
field.  Finally,  the  comment  argued  that 
the  added  control  requirements  of  class 
II  would  add  to  the  cost  of  the  device 
without  improving  the  quality  of 
stethoscopes  commonly  used  in  the 
medical  community. 

FDA  and  the  Circulatory  Systems 
Devices  Panel,  the  advisory  committee 
that  now  is  responsible  for 
cardiovascular  devices,  agree  with  the 
comment  as  it  applies  to  manual 
stethoscopes.  FDA  believes  that  general 
controls  are  sufficient  to  ensure  the 
safety  and  effectiveness  of  manual 
stethoscopes.  For  electronic 
stethoscopes,  however,  FDA  believes  it 
is  necessary  to  develop  performance 
standards  addressing  electrical  safety 
and  frequency  response.  Accordingly, 
the  proposed  regulation  is  being 
changed  to  classify  manual  stethoscopes 
into  class  I  and  electronic  stethoscopes 
into  class  II.  Stethoscopes  are  being 
classified  with  the  cardiovascular 
devices  because  accuracy  is  most 
important  for  these  uses.  Other  uses  of 
the  device  were  considered  during  the 
classiflcation  process,  and  are  included 
in  this  classification,  and  the 
identiflcations  for  the  device  were 
revised  to  show  other  uses  for  the 
device.  For  the  reasons  stated  in  the 
general  regulation  on  cardiovascular 
devices,  published  elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  does 
not  believe  that  it  is  necessary  to  issue  a 
new  proposal  concerning  this  decision. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1875,  to  read  as 
follows: 

§  870.1875  Stethoscope. 

(a)  Manual  stethoscope — (1) 
Identification.  A  manual  stethoscope  is 
a  mechanical  device  used  to  project  the 
sounds  associated  with  the  heart, 
arteries,  and  veins  and  other  internal 
organs. 

(2)  Classificatioh.  Class  I  (general 
controls). 

(b)  Electronic  stethoscope — (1) 
Identification.  An  electronic  stethoscope 
is  an  electrically  amplified  device  used 
to  project  the  sounds  associated  with 
the  heart,  arteries,  and  veins  and  other 
internal  organs. 

(2)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3238  Filed  2-t-80;  8:45  am] 

BIUING  CODE  4110-03-M 


.21  CFR  Part  870 

[Docket  No.  78N-1442] 

Cardiovascular  Devices;  Classification 
of  Thermodilution  Probes 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  thermodilution  probes 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13324)  a  proposed  regulation  to 
classify  thermodilution  probes  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.1915,  to  read  as 
follows: 

§  870. 1915  Thermodilution  probe. 

(a)  Identification.  A  thermodilution 
probe  is  a  device  that  monitors  cardiac 
output  by  use  of  thermodilution 
techniques;  this  device  is  commonly 
attached  to  a  catheter  that  may  have 
one  or  more  probes. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3239  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1443] 

Cardiovascular  Devices;  Classification 
of  Biopotential  Amplifiers  and  Signal 
Conditioners 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  biopotential  amplifiers 
and  signal  conditioners  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
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provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13325)  a  proposed  regulation  to 
classify  biopotential  amplifiers  and 
signal  conditioners  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  by  adding  new 
Subpart  C  and  new  §  870.2050,  to  read 
as  follows: 

Subpart  C — Cardiovascular  Monitoring 
Devices 

§  870.2050  Biopotential  amplifier  and 
signal  conditioner. 

(a)  Identification.  A  biopotential 
amplifier  and  signal  conditioner  is  a 
device  used  to  amplify  or  condition  an 
electrical  signal  of  biologic  origin. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
548  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3240  Piled  3-4-8ac  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1444] 

Cardiovascular  Devices;  Classification 
of  Transducer  Signal  Amplifiers  and 
Conditioners 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  transducer  signal 
amplifiers  and  conditioners  into  class  11 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13326)  a  proposed  regulation  to 
classify  transducer  signal  amplifiers  and 
conditioners  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2060,  to  read  as 
follows: 

§  870.2060  Transducer  signal  amplifier 
and  conditioner. 

(a)  Identification.  A  transducer  signal 
amplifier  and  conditioner  is  a  device 
used  to  provide  the  excitation  energy  for 
the  transducer  and  to  amplify  or 


condition  the  signal  emitted  by  the 
transducer. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  StaL  1055,  90  Stat.  540- 
548  (21  U.S.C.  360c,  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  80-3241  Filed  2-4-80: 8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1445] 

Cardiovascular  Devices;  Classification 
of  Cardiovascular  Blood  Flowmeters 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiovascular  blood 
flowmeters  into  class  11  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  3(11-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13327)  a  proposed  regulation  to 
classify  cardiovascular  blood 
flowmeters  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
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U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  670  in  Subpart  C  by 
adding  new  §  870.2100,  to  read  as 
follows; 

§  870.2100  Cardiovascular  blood 
flowmeter. 

(a)  Identification.  A  cardiovascular 
blood  flowmeter  is  a  device  that  is 
connected  to  a  flow  transducer  that 
energizes  the  transducer  and  processes 
and  displays  the  blood  flow  signal. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))J 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Ooc.  80-324Z  FUed  2-4-a(k  <fc45  ami 
BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

(Docket  No.  78N-1446] 

Cardiovascular  Devices;  Classification 
of  Extravascular  Blood  Flow  Probes 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  extravascular  blood 
flow  probes  into  class  II  (performance 
standards).  The  effect  of  classifying  a  . 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Registn  (44 
FR  13328)  a  proposed  regulation  to 
classify  extravascular  blood  flow  probes 


into  class  11  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2120,  to  read  as 
follows: 

§  870.2120  Extrarascular  blood  flow 
probe. 

(a)  Identification.  An  extravascular 
blood  flow  probe  is  an  extravascular 
ultrasonic  or  electromagnetic  probe  used 
in  conjunction  with  a  blood  flowmeter  to 
measure  blood  flow  in  a  chamber  or 
vessel 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6. 1980. 

(Secs.  .513,  701(a),  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C  360c.  371(a)J) 

Dated:  January  14. 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3243  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 

[Docket  No.  78N-1447] 

Cardiovascular  Devices;  Classification 
of  Cardiac  Monitors  (including 
Cardiotactiometers  and  Rate  Alarms) 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule 'classifying  cardiac  monitors 
(including  cardiotachometers  and  rate 
alarms)  into  class  II  (performance 
standards).  The  eflect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  eflectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980 
FOR  FURTHER  INFORMATION  CONTACT: 
John.  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health. 


Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Regist^  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medic^ 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13329)  a  proposed  regulation  to 
classify  cardiac  monitors  (including 
cardiotachometers  and  rate  alarms)  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2300,  to  read  as 
follows: 

§  870.2300  Cardiac  monitor  (including 
cardiotachometer  and  rate  alarm). 

(a)  Identification.  A  cardiac  monitor 
(including  cardiotachometer  and  rate 
alarm)  is  a  device  used  to  measure  the 
heart  rate  from  an  analog  signal 
produced  by  an  electrocardiograph, 
vectorcardiograph,  or  blood  pressure 
monitor.  This  device  may  sound  an 
alarm  when  the  heart  rate  falls  outside 
preset  upper  and  lower  limits. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a}.  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)J) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3244  Filed  2-4-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1448j 

Cardiovascular  Devices;  Classification 
of  Apex  Cardiographs 
(Vibrocardiographs) 

AGENCY:  Food  and  Drug  Administration. 
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action;  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  apex  cardiographs 
(vibrocardiographs]  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia^ 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13330]  a  proposed  regulation  to 
classify  apex  cardiographs 
(vibrocar^ographs)  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2310,  to  read  as 
follows: 

§  870.2310  Apex  cardiograph 
(vibrocardiograph). 

(a)  Identification.  An  apex 
cardiograph  (vibrocardiograph]  is  a 
device  used  to  amplify  or  condition  the 
signal  from  an  apex  cardiographic 
transducer  and  to  produce  a  visual 
display  of  the  motion  of  the  heart;  this 
device  also  provides  any  excitation 
energy  required  by  the  transducer. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 


(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3246  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1449] 

Cardiovascular  Devices;  Classification 
of  Ballistocardiographs 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ballistocardiographs  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13331)  a  proposed  regulation  to 
classify  ballistocardiographs  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2320,  to  read  as 
follows: 


§  870.2320  Ballistocardiograph. 

(a)  Identification.  A 
ballistocardiograph  is  a  device, 
including  a  supporting  structure  on 
which  the  patient  is  placed,  that  move^ 
in  response  to  blood  ejection  from  the 
heart.  The  device  often  provides  a  visual 
display. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  ,540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3246  Filed  ^-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1450] 

Cardiovascular  Devices;  Classification 
of  Echocardiographs 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  echocardiographs  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
imder  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13332)  a  proposed  regulation  to 
classify  echocardiographs  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
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Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2330,  to  read  as 
follows: 

§  870J2330  Echocardiograph. 

(a)  Identification.  An  echocardiograph 
is  a  device  that  uses  ultrasonic  energy  to 
create  images  of  cardiovascular 
structures.  It  includes  phased  arrays  and 
two-dimensional  scanners. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

» 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  300c.  371(a))) ' 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3247  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1451] 

Cardiovascular  Devices;  Classiftcation 
of  Electrocardiographs 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrocardiographs  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910.  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979,  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 


Classification  Panel  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13333)  a  proposed  regulation  to  • 
classify  electrocardiographs  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2340,  to  read  as 
follows: 

§  870.2340  Electrocardiograph. 

(a)  Identification.  An 
electrocardiograph  is  a  device  used  to 
process  the  electrical  signal  transmitted 
through  two  or  more  electrocardiograph 
electrodes  and  to  produce  a  visual 
display  of  the  electrical  signal  produced 
by  the  heart. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3248  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1452] 

Cardiovascular  Devices;  Classification 
of  Electrocardiograph  Lead  Switching 
Adaptors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrocardiograph  lead 
switching  adaptors  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices  ^ 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FD,A 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classihcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13334)  a  proposed  regulation  to 
classify  electrocardiograph  lead 
switching  adaptors  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c.  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2350,  to  read  as 
follows: 

§  870.2350  Electrocardiograph  lead 
switching  adaptor. 

(a)  Identification.  An 
electrocardiograph  lead  switching 
adaptor  is  a  passive  switching  device  to 
which  electrocardiograph  limb  and  chest 
leads  may  be  attached.  This  device  is 
used  to  connect  various  combinations  of 
limb  and  chest  leads  to  the  output 
terminals  in  order  to  create  standard 
lead  combinations  such  as  leads  1, 11, 
and  III. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  548- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc  80-3248  Filed  2-l-SO;  k45  am) 
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21  CFR  Part  870 

[Docket  No.  78N-1453] 

Cardiovascular  Devices;  Classification 
of  Electrocardiograph  Electrodes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug- 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrocardiograph 
electrodes  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,' MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13335)  a  proposed  regulation  to 
classify  electrocardiograph  electrodes 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2360,  to  read  as 
follows: 

§  870.2360  Electrocardiograph  electrode. 

(a)  Identification.  An 
electrocardiograph  electrode  is  ihe 
electrical  conductor  which  is  applied  to 
the  surface  of  the  body  to  transmit  the 
electrical  signal  at  the  body  surface  to  a 
processor  that  produces  an 
electrocardiogram  or  vectorcardiogram. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3250  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  870 

[Docket  No.  78N-1454] 

Cardiovascular  Devices;  Classification 
of  Electrocardiograph  Surface 
Electrode  Testers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrocardiograph 
surface  electrode  testers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACr. 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13336)  a  proposed  regulation  to 
classify  electrocardiograph  surface 
electrode  testers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Ai.cordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him -(21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2370,  to  read  as 
follows: 

§  870.2370  Electrocardiograph  surface 
electrode  tester. 

(a)  Identification.  An 
electrocardiograph  surface  electrode 
tester  is  a  device  used  to  test  the 
function  and  application  of 
electrocardiograph  electrodes. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3251  Filed  2-4-80;  8;45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  870 

[Docket  No.  78N-1456] 

Cardiovascular  Devices;  Classification 
of  Phonocardiographs 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  phonocardiographs  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13338)  a  proposed  regulation  to 
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classify  phonocardiographs  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-548  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2390,  to  read  as 
follows: 

§  870.2390  Phonocardiograph 

'  (a)  Identification.  A 
phonocardiograph  is  a  device  used  to 
amplify  or  condition  the  signal  from  a 
heart  sound  transducer.  This  device 
furnishes  the  excitation  energy  for  the 
transducer  and  provides  a  visual  or 
audible  display  of  the  heart  sounds. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3252  Filed  2-4-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1457] 

Cardiovascular  Devices;  Classification 
of  Vectorcardiographs 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule.  ' 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  vectorcardiographs  into 
class  n  (performance  standards).  The 
effect  of  classsifying  a  device  into  class 
II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 


Ave.,  Silver  Spring,  MD  20910, 301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regiilation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13339)  a  proposed  regulation  to 
classify  vectorcardiographs  into  class  n 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2400,  to  read  as 
follows: 

§  870.2400  Vectorcardiograph. 

(a)  Identification.  A 
vectorcardiograph  is  a  device  used  to 
process  the  electrical  signal  transmitted 
through  electrocardiograph  electrodes 
and  to  produce  a  visual  display  of  the 
magnitude  and  direction  of  the  electrical 
signal  produced  by  the  heart. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3253  Filed  2-4-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1458] 

Cardiovascular  Devices;  Classification 
of  Medical  Cathode-Ray  Tube  Displays 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  cathode-ray 
tube  displays  into  class  n  (performance 


standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
futme  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovasculEU*  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13340)  a  proposed  regulation  to 
classify  medical  cathode-ray  tube 
displays  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2450,  to  read  as 
follows: 

§  870.2450  Medical  cathode-ray  tube 
display. 

(a)  Identification.  A  medical  cathode- 
ray  tube  display  is  a  device  designed 
primarily  to  display  selected  biological 
signals.  This  device  often  incorporates 
special  display  features  unique  to  a 
specific  biological  signal. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3254  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1459] 

Cardiovascular  Devices;  Classification 
of  Signal  Isolation  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  signal  isolation  systems 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medic^ 
device  classification  procedures,  6md  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13341)  a  proposed  regulation  to 
classify  signal  isolation  systems  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2600,  to  read  as 
follows: 

§  870.2600  Signal  isolation  system. 

(a)  Identification.  A  signal  isolation 
system  is  a  device  that  electrically 
isolates  the  patient  from  equipment 
connected  to  the  commercial  power 
supply  received  ft'om  a  utility  company. 
This  isolation  may  be  accomplished,  for 
example,  by  transformer  coupling, 
acoustic  coupling,  or  optical  coupling. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C  360c,  371(a})) 

Dated:  January  14, 1980. 

William  F.  Randol|A, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FK  Doc.  80-3255  Filed  2-4-80;  8:45  cm) 
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21  CFR  Part  870 

[Docket  No.  78N-1460] 

Cardiovascular  Devices;  Classification 
of  Line  Isolation  Monitors 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  line  isolation  monitors 
into  class  II  (perfcnmance  standards). 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medicd 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13342)  a  proposed  regulation  to 
classify  line  isolation  monitors  into  class 
n  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2620,  to  read  as 
follows: 

§  870.2620  Line  Isolation  monitor. 

(a)  Identification.  A  line  isolation 
monitor  is  a  device  used  to  monitor  the 
electrical  leakage  current  from  a  power 
supply  electrically  isolated  from  the 
commercial  power  supply  received  from 
a  utility  company. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  relation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.a  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Ooc  80-3256  Filed  2.^l-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1461] 

Cardiovascular  Devices;  Classification 
of  Portable  Leakage  Current  Alarms 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  portable  leakage  current 
alarms  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6,^1980. 

FOR  FUTHER  INFORMATION  CONTACT: 

John  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13343)  a  proposed  regulation  to 
classify  portable  leakage  current  alarms 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
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interested  persons  to  submit  written 
comments  to  FDA, 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2640,  to  read  as 
follows: 

§  870.2640  Portable  leakage  current 
alarm. 

(a)  Identification.  A  portable  leakage 
current  alarm  is  a  device  used  to 
measure  the  electrical  leakage  current 
between  any  two  points  of  an  electrical 
system  and  to  sound  an  alarm  if  the 
current  exceeds  a  certain  threshold. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(PR  Doc.  80-3257  FUed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1462] 

Cardiovascular  Devices;  Classification 
Oscillometers 

agency:  Food  and  Drug  Administration. 
action:  Final  nde. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  oscillometers  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6. 1960. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450},  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301M27- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regtilations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13344)  a  proposed  regulation  to 
classify  oscillometers  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food. 
Dnig,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2675,  to  read  as 
follows; 

§  870.2675  Oscillometer. 

(a)  Identification.  An  oscillometer  is  a 
device  used  to  measure  physiological 
oscillations  of  any  kind,  e.g.;  changes  in 
the  volume  of  arteries. 

(b)  Classification.  Class  I! 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Dor,  80-3258  FUed  2-4-80;  8:45  am] 
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2i  CFR  Part  870 

(Docket  No.  78N-1463] 

Cardiovascular  Devices;  Classification 
of  Oximeters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  oximeters  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that'issue  of  the  Federal  Register  (44 
FR  13345)  a  proposed  regulation  to 
classify  oximeters  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2700,  to  read  as 
follows; 

§  870.2700  Oximeter. 

(a)  Identification.  An  oximeter  is  a 
device  used  to  transmit  radiation  at  a 
known  wavelength(s)  through  blood  and 
to  measure  the  blood  oxygen  saturation 
based  on  the  amount  of  reflected  or 
scattered  radiation.  It  may  be  used 
alone  or  in  conjunction  with  a  fiberoptic 
oximeter  catheter. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3259  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 

[Docket  No.  78N-1464] 

Cardiovascular  Devices;  Classification 
of  Ear  Oximeters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Adminstration  (FDA)  is  issuing  a  final 
rule  classifying  ear  oximeters  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovasculeir  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13346)  a  proposed  regulation  to 
classify  ear  oximeters  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2710,  to  read  as 
follows: 

§  870.2710  Ear  oximeter. 

(a)  Identification.  An  ear  oximeter  is 
an  extravascular  device  used  to  transmit 
light  at  a  known  wavelength(s)  through 
blood  in  the  ear.  The  amoimt  of  reflected 
or  scattered  light  as  indicated  by  this 
device  is  used  to  measure  the  blood 
oxygen  saturation. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6. 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a}).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Ooc.  80-3260  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1465] 

Cardiovascular  Devices;  Classification 
of  impedance  Phlebographs 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FUA)  is  issuing  a  final 
rule  classifying  impedance  phlebographs 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
effective  date:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regiilation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13347)  a  proposed  regulation  to 
classify  impedance  phlebographs  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2750,  to  read  as 
follows: 

§  870.2750  Impedance  phlebograph. 

(a)  Identification.  An  impedance 
phlebograph  is  a  device  used  to  provide 
a  visual  display  of  the  venous  pulse  or 
drainage  by  measuring  electrical 
impedance  changes  in  a  region  of  the 
body. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3261  Filed  2-4-80;  8:45  am] 

BILUNO  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1466) 

Cardiovascular  Devices;  Classification 
of  impedance  Plethysmographs 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  impedance 
plethysmographs  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FUA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13347)  a  proposed  regulation  to 
classify  impedance  plethysmographs 
into  class  U  (performance  standards).  A 
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period  of  60  days  was  provided  for 
interested  persons  to* submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device.  FDA  is 
making  changes  in  die  identification  of 
the  device,  however,  to  clarify  the  uses 
of  the  device  and  to  distinguish  it  from 
the  ocular  plethysmograph  and  the 
rheoencephalograph,  classified  as 
neurological  devices  in  the  Federal 
Register  of  September  4, 1979  (44  FR 
51741  and  51742). 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  StaL  1055,  90  StaL  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2770,  to  read  as 
follows: 

$  870.2770  Impedance  plethysmograph. 

(a)  Identification.  An  impedance 
plethysmograph  is  a  device  used  to 
estimate  peripheral  blood  flow  by 
measuring  electrical  impedance  changes 
in  a  region  of  the  body  such  as  the  arms 
and  legs. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  StaL  1055,  00  StaL  540- 
546  (21  U.S.C.  360c,  371(a]).) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  aO-3262  Filed  S:45  am] 

BMJJNG  CODE  4110-0S4I 


21  CFR  Part  870 

[Docket  No.  78N-1467] 

Cardiovascular  Devices;  Classification 
of  Hydraulic,  Pneumatic,  or 
Photoelectric  Piethysmographs 

agency:  Food  and  E)rug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hydraulic,  pneumatic,  or 
photoelectric  piethysmographs  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  11  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

John  L  By,  Bureau  of  Medical  Devices 
(HFK-450J,  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATiON:  FDA 
published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regiUation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  pubUshed 
in  that  issue  of  the  Federal  Register  (44 
FR  13348)  a  proposed  regulation  to 
classify  hydraulic,  pneumatic,  or 
photoelectric  piethysmographs  into  class 
n  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  StaL  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2780,  to  read  as 
follows: 

§  870.2760  Hydraulic,  pneumatic,  or 
photoelectric  piethysmographs. 

(a)  Identifcation.  A  hydraulic, 
pneumatic,  or  photoelectric 
plethysmograph  is  a  device  used  to  - 
estimate  blood  flow  in  a  region  of  the 
body  using  Hydraulic,  pneumatic,  or 
photoelectric  measurement  techniques. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  StaL  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  80-3263  FUed  2-4-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-14681 

Cardiovascular  Devices;  Classification 
of  Medical  Magnetic  Tape  Recorders 

agency:  Food  and  Drug  Administration. 


7931 


action:  Final  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  medical  magnetic  tape 
recorders  into  class  n  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13349)  a  proposed  regulation  to 
classify  medical  magnetic  tape  recorders 
into  class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  S  870.2800,  to  read  as 
follows: 

§  870.2800  Me<ficai  magnetic  tape 
recorder. 

(a)  Identification.  A  medical  magnetic 
tape  recorder  is  a  device  used  to  record 
and  play  back  signals  from,  for  example, 
physiological  amplifiers,  signal 
conditioners,  or  computers. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1065, 90  Stat  54G- 
546  (21  U.S.C.  360c,  371(a)).) 
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Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  80-3264  Filed  2-4-80;  8:45  am] 
BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1469] 

Cardiovascular  Devices;  Classification 
of  Paper  Chart  Recorders 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  paper  chart  recorders 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely.  Bmeau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the  ' 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13350)  a  proposed  regulation  to 
classify  paper  chart  recorders  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a)(  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a))  and  tmder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2810,  to  read  as 
follows: 


§  870.2810  Paper  chart  recorder. 

(a)  Identification.  A  paper  chart 
recorder  is  a  device  used  to  print  on 
paper,  and  create  a  permanent  record  of 
the  signal  from,  for  example,  a 
physiological  amplifier,  signal 
conditioner,  or  computer. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513, 701(a).  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3285  Filed  2-4-80;  8:46  am] 

BILLING  CODE  4110-03HB 


21  CFR  Part  870 

[Docket  No.  78N-1470]  . 

Cardiovascular  Devices;  Classification 
of  Apex  Cardiographic  Transducers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  apex  cardiographic 
transducers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  tmder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT:  ' 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13351)  a  proposed  regulation  to 
classify  apex  cardiographic  transducers 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 


Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2840,  to  read  as 
follows: 

§  870.2840  Apex  cardiographic 
transducer. 

(a)  Identification.  An  apex 
cardiograpMc  transducer  is  a  device 
used  to  detect  motion  of  the  heart 
(acceleration,  velocity,  or  displacement) 
by  changes  in  the  mechanical  or 
electrical  properties  of  the  device. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3268  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1471] 

Cardiovascular  Devices;  Classification 
of  Extravascular  Blood  Pressure 
Transducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  extravascular  blood 
pressure  transducers  into  class  U 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- ' 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
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of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13352)  a  proposed  regulation  to 
classify  extravascular  blood  pressure 
transducers  into  class  11  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  StaL  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2850,  to  read  as 
follows: 

§  870.2850  Extravascular  blood  pressure 
transducer. 

(a)  Identification.  An  extravascular 
blood  pressure  transducer  is  a  device 
used  to  measure  blood  pressure  by 
changes  in  the  mechanical  or  electrical 
properties  of  the  device.  The  proximal 
end  of  the  transducer  is  connected  to  a 
pressure  monitor  that  produces  an 
analog  or  digital  electrical  signal  related 
to  the  electrical  or  mechanical  changes 
produced  in  the  transducer. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3»7  Piled  S-4-SIk  8:45  am] 

BIUJNO  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  Ha  78N-1472] 

Cardiovascular  Devices;  Classification 
of  Heart  Sound  Transducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  heart  sound  transducers 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 


performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13353)  a  proposed  regulation  to 
classify  heart  sound  transducers  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2860,  to  read  as 
follows: 

§  870.2860  Heart  sound  transducer. 

(a)  Identification.  A  heart  sound 
transducer  is  an  external  transducer 
that  exhibits  a  change  in  mechanical  or 
electrical  properties  in  relation  to 
sounds  produced  by  the  heart.  This 
device  may  be  used  in  conjunction  with 
a  phonocardiograph  to  record  heart 
sounds. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513.  701(a),  52  StaL  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doa  aO-3268  Filed  2-4-80;  8:48  am] 

BILLING  CODE 


7933 


21  CFR  Part  870 
[Docket  Na  78N-1473] 

Cardiovascular  Devices;  Classification 
of  Catheter  Tip  Pressure  Transducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  catheter  tip  pressure 
transducers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
fuhire  development  of  One  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
VR  13354)  a  proposed  regulation  to 
classify  catheter  tip  pressure 
transducers  into  class  n  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  E)rugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2870,  to  read  as 
follows: 

§  870.2870  Cathetar  tip  pressure 
transducer. 

(a)  Identification.  A  catheter  tip 
pressure  transducer  is  a  device 
incorporated  into  the  distal  end  of  a 
catheter.  When  placed  in  the 
bloodstream,  its  mechanical  or  electrical 
properties  change  in  relation  to  changes 
in  blood  pressure.  These  changes  are 
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transmitted  to  accessory  equipment  for 
processing. 

(b)  Classification.  Class  II 
(performance  standards). 

EffectivjB  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a],  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc  80-3269  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-0S-M 

21  CFR  Part  870 
[Docket  No.  78N-1474] 

Cardiovascular  Devices;  Classification 
of  Ultrasonic  Transducers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ultrasonic  transducers 
into  class  n  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  n  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450J,  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13355)  a  proposed  regulation  to 
classify  ultrasonic  transducers  into  class 
n  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2880,  to  read  as 
follows: 

§  870.2880  Ultraeonic  transducer. 

(a)  Identification.  An  ultrasonic 
transducer  is  a  device  applied  to  the 
skin  to  transmit  and  receive  ultrasonic 
energy  that  is  used  in  conjunction  with 
an  echocardiograph  to  provide  imaging 
of  cardiovascidar  structures.  This  device 
includes  phased  arrays  and  two- 
dimensional  scanning  transducers. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  Hiis  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pit  Doc.  80-3270  Filed  2-4-80;  8:45  am] 

BAUNG  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1475] 

Cardiovascular  Devices;  Classification 
of  Vessel  Occlusion  Transducers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vessel  occlusion 
transducers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
effective  date:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bimeau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 


FR  13356)  a  proposed  regulation  to 
classify  vessel  occlusion  transducers 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2890,  to  read  as 
follows: 

§  870.2890  Vessel  occlusion  transducer. 

(a)  Identification.  A  vessel  occlusion 
transducer  is  a  device  used  to  provide 
an  electrical  signal  corresponding  to 
sounds  produced  in  a  partially  occluded 
vessel.  This  device  includes  motion, 
sound,  and  ultrasonic  transducers. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 
lA^am  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3271  Filed  2-4-80;  8;45  am] 

WLUNQ  CODE  4110-03-M 

I 

21  CFR  Part  870 
[Docket  No.  78N-1476] 

Cardiovascular  Devices;  Classification 
of  Patient  Transducer  and  Electrode 
Cables  (Including  Connector) 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  patient  transducer  and 
electrode  cables  (including  connector) 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
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Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427> 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13357)  a  proposed  regulation  to 
classify  patient  transducer  and 
electrode  cables  (including  connector) 
into  class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  S  870.2900,  to  read  as 
follows: 

§  870.2900  Patient  transducer  and 
electrode  cable  (including  connector). 

(a)  Identification.  A  patient 
transducer  and  electrode  cable 
(including  connector)  is  an  electrical 
conductor  used  to  transmit  signals  from, 
or  power  or  excitation  signals  to, 
patient-connected  electrodes  or 
transducers. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a])] 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  aO-327Z  nled  2-4-80;  a'4S  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-14771 

Cardiovascular  Devices;  Classification 
of  Radiofrequency  Physiological 
Signal  Transmitters  and  Receivers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  fihal 
rule  classifying  radiofrequency 
physiological  signal  transmitters  and 
receivers  into  class  n  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  Df  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13358)  a  proposed  regulation  to 
.  classify  radiofirequency  physiological 
signal  transmitters  and  receivers  into 
class  n  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2910,  to  read  as 
follows: 

§  870.2910  Radiofrequency  physiological 
signal  transmitter  and  receiver. 

(a)  Identification.  A  radiofrequency 
physiological  signal  transmitter  and 
receiver  is  a  device  used  to  condition  a 
physiological  signal  so  that  it  can  be 
transmitted  via  radiofi'equency  fi'om  one 
location  to  another,  e.g.,  a  central 
monitoring  station.  The  received  signal 
is  reconditioned  by  the  device  into  its 
original  format  so  that  it  can  be 
displayed. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 


(Secs.  513.  701(a].  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C  360c.  371(a))) 

Dated:  January  14. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3273  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1478] 

Cardiovascular  Devices;  Classification 
of  Telephone  Electrocardiograph 
Transmitters  and  Receivers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  telephone 
electrocardiograph  transmitters  and 
receivers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medic€il  Devices 
(HFK-450],  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave,,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13359)  a  proposed  regulation  to 
classify  telephone  electrocardiograph 
transmitters  and  receivers  into  class  n 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a))]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  4he 
Commission  of  Food  and  Drugs  is 
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amending  Part  870  in  Subpart  C  by 
adding  new  §  870.2920,  to  read  as 
follows: 

§  870.2920  Telephone  electrocardiograph 
transmitter  and  receiver. 

(a)  Identification.  A  telephone 
electrocardiograph  transmitter  and 
receiver  is  a  device  used  to  condition  an 
electrocardiograph  signal  so  that  it  can 
be  transmitted  via  a  telephone  line  to 
another  location.  This  device  also 
includes  a  receiver  that  reconditions  the 
received  signal  into  its  original  format 
so  that  it  can  be  displayed.  The  device 
includes  devices  used  to  transmit  and 
receive  pacemaker  signals. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regiilation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a].  52  StaL  1055,  90  StaL  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 
ll^Uiam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs.  ‘ 

(FR  Doc.  80-3274  Hied  2-4-80;  845  am) 
mUJNG  CODE 


21  CFR  Part  870 

[Docket  No.  78N-1479] 

Cardiovascular  Devices;  Classification 
of  Vascular  Clips 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vascular  clips  into  class 
n  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1978. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 


in  that  issue  of  the  Federal  Register  (44 
FR  13360)  a  proposed  regulation  to 
classify  vascular  clips  into  class  n 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  FDA  is  making  a 
change  in  the  identification  of  the 
device,  however,  to  distinguish  it  from 
the  aneurysm  clip,  classified  as  a 
neurological  device  in  the  Federal 
Register  of  September  4, 1979  (44  FR 
51764). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  by  adding  new 
Subpart  D  and  new  §  870.3250,  to  read 
as  follows: 

Subpart  D— Cardiovascular  Prosthetic 
Devices 

§  870.3250  Vascular  clip. 

(a)  Identification.  A  vascular  clip  is  an 
implanted  extravascular  device 
designed  to  occlude,  by  compression, 
blood  flow  in  small  blood  vessels  other 
than  intracranial  vessels. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  S40- 
546  (21  U.S.C.  360c,  371(a)].) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pit  Doc.  80-3275  FUed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1480] 

Cardiovascular  Devices;  Classification 
of  Vena  Cava  Clips 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vena  cava  clips  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 


imder  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13361)  a  proposed  regulation  to 
classify  vena  cava  clips  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regiilation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  StaL  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3260,  to  read  as 
follows: 

§  870.3260  Vena  cava  clip. 

(a)  Identification.  A  vena  cava  clip  is 
an  implanted. extravascular  device 
designed  to  occlude  partially  the  vena 
cava  for  the  purpose  of  inhibiting  the 
flow  of  thromboemboli  through  that 
vessel. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a)]) 

Dated:  January  14, 1980. 

WilUam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3276  Filed  2-4-80;  8:45  am] 

MIXING  CODE  4110-03-M 
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21  CFR  Part  870 

[Docket  No.  78N-1481] 

Cardiovascular  Devices;  Classification 
of  Arterial  Embolization  Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  arterial  embolization 
devices  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufactmer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1960. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13363)  a  proposed  regulation  to 
classify  peripheral  arterial  embolization 
devices  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device.  FDA  is 
making  changes  in  the  name  and 
identification  of  the  device,  however,  to 
clarify  the  uses  of  the  device  and  to 
distinguish  it  fi'om  the  artificial 
embolization  device,  classified  as  a 
neurological  device  in  the  Federal 
Register  of  September  4, 1979  (44  FR 
51777). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3300,  to  read  as 
follows: 

S  870.3300  Arterial  embolization  device. 

(a)  Identification.  An  arterial 
embolization  device  is  an  intravascular 
implanted  device  used  to  control 
internal  hemorrhage  or  to  halt  blood 
flow  in  arteries  supplying  blood  to 
certain  types  of  abdominal  tumors  (e.g., 
nephroma,  hepatoma)  and  arteriovenous 
malformations.  This  device  is  not  used 
in  intracranial  arteries. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  bo 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  80-3277  Filed  2-4-80;  8:48  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1482] 

Cardiovascular  Devices;  Classification 
of  Cardiovascular  Intravascular  Filters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiovascular 
intravascular  filters  into  class  n 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 


cardiovasciilar  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovasciilar  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13364)  a  proposed  regulation  to 
classify  cardiovascular  intravascular 
filters  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amendhig  Part  870  in  Subpart  D  by 
adding  new  $  870.3375.  to  read  as 
follows: 

S  870.3375  Cardiovascular  Intravascular 
filter. 

(a)  Identification.  A  cardiovascular 
intravascular  filter  is  an  implant  that  is 
placed  in  the  inferior  vena  cava  for  the 
purpose  of  preventing  pulmonary 
thromboemboli  (blood  clots  generated  in 
the  lower  limbs  and  broken  loose  into 
the  blood  stream)  from  flowing  into  the 
right  side  of  the  heart  and  the 
pulmonary  circiilation. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat  1055.  OO^Stat  540- 
546  (21  U.S.C.  36CC.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3278  Filed  2-4-80;  8:45  am) 

BILUNG  CODE  411(H>3-M 

21  CFR  Part' 870 

[Docket  No.  78N-1483] 

Cardiovascular  Devices;  Classification 
of  Vascular  Graft  Prostheses  of  Less 
Than  6  Millimeters  Diameter 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vasctdar  graft  prostheses 
of  less  than  6  millimeters  diameter  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
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approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450],  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13365)  a  proposed  regulation  to 
classify  vascular  graft  prostheses  of  less 
than  6  millimeters  diameter  into  class  m 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regiilation  to  classify  this  device.  FDA  is 
making  changes  in  the  identification  of 
the  device  to  distinguish  it  from  vascular 
grafts  of  animal  origin,  including  those 
manufactured  fi*om  human  umbilical 
cords.  The  latter  device  was  classified 
into  class  III  by  the  transitional 
provisions  in  section  520(1)  of  the  act  (21 
U.S.C.  360(1))  and  is  therefore  now 
subject  to  premarket  approval 
requirements.  FDA  published  a  notice 
on  the  transitional  provisions  in  the 
Federal  Register  of  December  16, 1977 
(42  FR  63472).  In  the  future,  FDA  will 
publish  a  final  regulation  codifying  the 
statutory  classification  into  class  m  of 
the  vascular  graft  of  animal  origin, 
including  those  fi'om  human  lunbilical 
cords. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  S  870.3450,  to  read  as 
follows: 


§  870.3450  Vascular  graft  prosthesis  of 
less  than  6  miHimeters  diameter. 

(a)  Identification.  A  vascular  graft 
prosthesis  of  less  than  6  millimeters 
(mm)  diameter  is  a  device  used  to 
replace  sections  of  small  arteries.  This 
prosthesis  is  commonly  constructed  of 
woven  or  knitted  materials  such  as 
polyethylene  terephthalate  and 
polytetrafiuoroethylene  and  is  not  made 
of  materials  of  animal  origin,  including 
human  umbilical  cords. 

(b)  Classification.  Class  in  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
elective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360,  371(a])) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FK  Doc.  80-3279  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1484] 

Cardiovascular  Devices;  Classification 
of  Vascular  Graft  Prostheses  of  6 
Millimeters  and  Greater  Diameter 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vasctdar  graft  prostheses 
of  6  millimeters  and  greater  diameter 
into  class  11  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT:. 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  tLs  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13366)  a  proposed  regulation  to 
classify  vascular  graft  prostheses  of  6 


millimeters  and  greater  diameter  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device.  For  the 
reasons  in  the  preamble  to  the 
regulation  classifying  vascular  graft 
prostheses  of  less  than  6  millimeters  in 
diameter.  FDA  is  making  changes  in  the 
identification  of  the  device  to 
distinguish  it  firom  the  vascular  graft  of 
animal  origin,  including  those 
manufactured  fi'om  human  umbilical 
cords.  The  latter  device  was  classified 
into  class  III  by  the  transitional 
provisions  in  section  520(1]  of  the  act  (21 
U.S.C.  360(1))  and  is  therefore  now 
subject  to  premarket  approval 
requirements.  FDA  published  a  notice 
on  the  transitional  provisions  in  the 
Federal  Register  of  December  16, 1977 
(42  FR  63472).  In  the  future,  FDA  will 
publish  a  final  regulation  codifying  the 
statutory  classification  into  clhss  Ill  of 
the  vascular  graft  of  animal  origin, 
including  those  from  human  umbilical 
cords. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3460,  to  read  as 
follows: 

§  870.3460  Vascular  graft  prosthesis  of  6 
millimeters  and  greater  diameter. 

(a)  Identification.  A  vascular  graft 
prosthesis  of  6  millimeters  (mm)  and 
greater  diameter  is  a  device  used  to 
replace  sections  of  arteries.  This 
prosthesis  is  commonly  constructed  of 
woven  or  knitted  materials  such  as 
polyethylene  terephthalate  and 
polytetrafiuoroethylene  and  is  not  made 
of  materials  of  animal  origin,  including 
human  umbilical  cords. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat  1055, 90  Stat.  540- 
546  (21  U.S.C.  360,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc  80-3290  Ftled  2-4-80;  8:45  am] 

BILLING  CODE  4110-09-M 


Federal  Register  /  Vol.  45,  No.  25  /  Tuesday,  February  5,  1980  /  Rules  and  Regulations 


7939 


21  CFR  Part  870 

[Docket  No.  78N-1485] 

Cardiovascular  Devices;  Classification 
of  Intracardiac  Patches  or  Pledgets 
Made  of  Polypropylene,  Polyethylene 
Terephthalate,  or 
Polytetrafluoroethylene 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intracardiac  patches  or 
pledgets  made  of  polypropylene, 
polyethylene  terephthalate,  or 
polytetrafluoroethylene  into  class  U 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  futme  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Ceu'diovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13368)  a  proposed  regulation  to 
classify  intracardiac  patches  or  pledgets 
made  of  polypropylene.  Teflon™ 
(polytetrafluoroethylene),  or  Dacron™ 
(polyethylene  terephthalate)  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  as  proposed  with  a 
clarification  of  the  device  name  and 
identification  showing  the  chemical 
names  for  the  materials  used  in  the 
device. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3470,  to  read  as 
follows: 

§  870.3470  intracardiac  patch  or  pledget 
made  of  polypropylene,  polyethylene 
terephthalate,  or  polytetrafluoroethylene. 

(a)  Identification.  An  intracardiac 
patch  or  pledget  made  of  polypropylene, 
polyethylene  terephthalate,  or 
polytetrafluoroethylene  is  a  fabric 
device  placed  in  the  heart  that  is  used  to 
repair  septal  defects,  for  patch  grafting, 
to  repair  tissue,  and  to  buttress  sutures. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc  80-3281  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1487] 

Cardiovascular  Devices;  Classification 
of  Intra-Aortic  BaHoons  and  Control 
Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  intra-aortic  balloon  and 
control  systems  into  class  m  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  El  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 198a 
FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 


of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13369)  a  proposed  regulation  to 
classify  intra-aortic  balloons  and  control 
systems  into  class  111  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part.  870  in  Subpart  D  by 
adding  new  §  870.3535,  to  read  as 
follows: 

§  870.3535  Intra-aortic  balloon  and  control 
system 

(a)  Identification.  A  intra-aortic 
balloon  and  control  system  is  a  device 
that  consists  of  an  inflatable  balloon, 
vvhich  is  placed  in  the  aorta  to  improve 
cardiovasctilar  functioning  during 
certain  life-threatening  emergencies,  and 
a  control  system  for  regulating  the 
inflation  and  deflation  of  the  balloon. 

The  control  system,  which  monitors  and 
is  synchronized  with  the 
electrocardiogram,  provides  a  means  for 
setting  the  inflation  and  deflation  of  the 
balloon  with  the  cardiac  cycle. 

(b)  Classification.  Class  El  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a],  52  Stat.  1055, 90  StaL  540- 
546  (21  U.S.C.  360c,  371(a)].) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooa  80-3282  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1488] 

Cardiovascular  Devices;  Classificatiofi 
of  Ventricular  Bypass  (Assist)  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Ehng 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  ventricular  b3q)ass 
(assist)  devices  into  class  El  (premarket 
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approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regxilation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9. 1979  (44  FR 13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medicd 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44  ‘ 
FR  13370)  a  proposed  regulation  to 
classify  ventric^ar  bypass  (assist) 
devices  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  S  870.3545,  to  read  as 
follows: 

8  870.3545  Ventricular  bypass  (assist) 
device. 

(a)  Identification.  A  ventricular 
bypass  (assist)  device  is  a  device  that 
assists  the  left  or  right  ventricle  in 
maintaining  circulatory  blood  flow.  The 
device  is  either  totally  or  partially 
implanted  in  the  body. 

(b)  Classification.  Class  m  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513. 701(a),  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C.  360c.  371(a)).) 


Dated:  January  14, 1980. 

WIlHam  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3283  FUed  2-4-80;  8:45  am] 
BIUJNO  CODE  4110-02-M 


21  CFR  Part  870 

[Docket  No.  78N-1489] 

Cardiovascular  Devices;  Classification 
of  External  Pacemaker  Pulse 
Generators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  pacemaker 
pulse  generators  into  class  IH 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FUTHER  INFORMATION  CONTACT: 

John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  (Borgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13372)  a  proposed  regulation  to 
classify  external  pacemaker  pulse 
generators  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c.  371(a))]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  8  870.3600,  to  read  as 
follows: 

8  870.3600  External  pacemaker  puiee 
generator. 

(a)  Identification.  An  external 
pacemaker  pulse  generator  is  a  device 
that  has  a  power  supply  and  electronic 
circuits  that  produce  a  periodic 
electrical  pulse  to  stimulate  the  heart. 
This  device,  which  is  used  outside  the 
body,  is  used  as  a  temporary  substitute, 
for  die  heart’s  intrinsic  pacing  sytem 
until  a  permanent  pacemaker  can  be 
implanted,  or  to  control  irregular 
heartbeats  in  patients  following  cardiac 
surgery  or  a  myocardial  infarction.  The 
device  may  have  adjustments  for 
impulse  strength,  duration.  R-wave 
sensitivity,  and  other  pacing  variables. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055,  90  Stat  540- 
548  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Association  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3284  Filed  2-4-80;  8:46  am] 

BIUINa  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-14M] 

Cardiovascular  Devices;  Classification 
of  Implantable  Pacemaker  Pulse 
Generators 

agency:  Food  and  Drug  Administration. 
action:  Hnal  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  implantable  pacemaker 
pulse  generators  into  class  lU 
(premarket  approvals).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
^ptember  30. 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  imder  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6. 1980. 
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FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450},  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44  ’ 
FR  13373)  a  proposed  regulation  to 
classify  implantable  pacemaker  pulse 
generators  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  %vithout  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a')))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  E)rugs  is 
ameUding  Part  870  in  Subpart  D  by 
adding  new  |  870.3610,  to  read  as 
follows: 

§  870.3610  Implantable  pacemaker  pulse 
generator. 

(a)  Identification.  An  implantable 
pacemaker  pulse  generator  is  a  device 
that  has  a  power  supply  and  electronic 
circuits  that  produce  a  periodic 
electrical  pulse  to  stimulate  the  heart. 
This  device  is  used  as  a  substitute  for 
the  heart’s  intrinsic  pacing  system  to 
correct  both  intermittent  and  continuous 
cardiac  rhythm  disorders.  This  device 
includes  triggered,  inhibited,  and 
asynchronous  devices  implanted  in  the 
human  body. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc  80-3285  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-OS-M 


21  CFR  Part  870 

[Docket  No.  78N-1491) 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Lead  Adaptors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  lead 
adaptors  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACr. 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13374)  a  proposed  regulation  to 
classify  pacemaker  lead  adaptors  into 
class  III  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  £)rugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3620,  to  read  as 
follows: 


S  870.3620  Pacemaker  lead  adaptor. 

(a)  Identification.  A  pacemaker  lead 
adaptor  is  a  device  used  to  adapt  a 
pacemaker  lead  so  that  it  can  be 
connected  to  a  pacemaker  pulse 
generator  produced  by  a  different 
manufacturer. 

(b)  Classification.  Class  Ed  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pnt  Doc  80-3286  Filed  2-4-80;  8:45  am] 

BILUNQ  CODE  4110-03-M 

21  CFR  Part  870 

[Docket  No.  78N-1492] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Generator  Function 
Analyzers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  generator 
function  analyzers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiBcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13375)  a  proposed  regulation  to 
classify  pacemaker  generator  function 
analyzers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 
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No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3630,  to  read  as 
follows: 

§  870.3630  Pacemaker  generator  function 
analyzer. 

(a)  Identification.  A  pacemaker 
generator  function  analyzer  is  a  device 
that  is  connected  to  a  pacemaker  pulse 
generator  to  test  any  or  all  of  the 
generator’s  parameters,  including  pulse 
duration,  pulse  amplitude,  pulse  rate, 
and  sensing  threshold. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701  (a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  Bfr-3287  Filed  2-4-80;  8:45  am] 

BHXWQ  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1493] 

Carctiovascuiar  Devices;  Classification 
of  Indirect  Pacemaker  Generator 
Function  Analyzers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  indirect  pacemaker 
generator  function  analyzers  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13375)  a  proposed  regulation  to 
classify  indirect  pacemaker  generator 
function  analyzers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]))  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3640,  to  read  as 
follows: 

§  870.3640  Indirect  pacemaker  generator 
function  analyzers. 

(a)  Identification.  An  indirect 
pacemaker  generator  function  analyzer 
is  an  electrically  powered  device  that  is 
used  to  determine  pacemaker  function 
or  pacemaker  battery  function  by 
periodically  monitoring  an  implanted 
pacemaker’s  pulse  rate  and  pulse  width. 
The  device  is  noninvasive,  and  it  detects 
pacemaker  pulse  rate  and  width  via 
external  electrodes  in  contact  with  the 
patient’s  skin. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14. 1980. ' 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3288  Filed  2-4-80: 8:45  am] 

BIUJN6  CODE  4110-03-M 

21  CFR  Part  870 

[Docket  No.  78N-1494] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Polymeric  Mesh  Bags 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  polymeric 
mesh  bags  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  11  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiffcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13376]  a  proposed  regulation  to 
classify  pacemaker  polymeric  mesh 
bags  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)]]  and  under  authority 
delegated  to  him  (21  CFR  5.1],  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3650,  to  read  as 
follows: 

§  870.3650  Pacemaker  polymeric  mesh 
bag. 

(a)  Identification.  A  pacemaker 
polymeric  mesh  bag  is  an  implanted 
device  used  to  hold  a  pacemaker  pulse 
generator.  The  bag  is  designed  to  create 
a  stable  implant  environment  for  the 
pulse  generator. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 
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Dated;  January  14, 1980. 

William  F.  Randolidi, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

|FR  Doc.  80-3289  Filed  2-4-80  8:45  am] 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  7.8N-1496] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Chargers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  chargers  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13378)  a  proposed  regulation  to 
classify  pacemaker  chargers  into  class  II 
(r/erformance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3670,  to  read  as 
follows; 


§  870.3670  Pacemaker  chargers. 

(a)  Identification.  A  pacemaker 
charger  is  a  device  used 
transcutaneously  to  recharge  the 
batteries  of  a  rechargeable  pacemaker. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

(FK  Doc.  80-3290  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-OS-M 


21  CFR  Part  870 
[Docket  No.  78N-1497] 

Cardiovascular  Devices;  Classification 
of  Cardiovascular  Permanent  or 
Temporary  Pacemaker  Electrodes 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  temporary  pacemaker 
electrodes  into  class  II  (performance 
standards)  and  permanent  pacemaker 
electrodes  into  class  IH  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  III  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  that 
includes  information  concerning  safety 
and  effectiveness  tests  for  the  device. 
Each  application  for  premarket  approval 
for  the  permanent  pacemaker  electrodes 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976, 

EFFECTIVE  DATE:  March  6, 1-980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,’ Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 


cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classiflcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13379)  a  proposed  regulation  to 
classify  permanent  and  temporary 
pacemaker  electrodes  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  comments  to  FDA. 

Two  comments  suggested  that 
temporary  pacemaker  electrodes  be 
classiHed  into  class  II,  while  permanent 
pacemaker  electrodes  be  classified  into 
class  III. 

One  of  the  comments  reviewed  the 
hazards  associated  with  pacemaker 
electrodes  and  explained  that  the 
hazards  listed  in  the  proposed  regulation 
relate  to  permanent  pacemaker 
electrodes  and  not  to  temporary 
pacemaker  electrodes. 

The  second  comment  stated  that  lead 
breakage,  although  possible,  is  not  a 
hazard  presented  by  temporary 
pacemaker  electrodes.  The  conunent 
cited  a  failure  rate  of  0.0005  percent  for 
one  manufacturer.  The  comment  also 
stated  that  electrode  displacement  and 
diaphragmatic  contractions  are  not 
hazards  presented  by  temporary 
pacemaker  electrodes.  The  comment 
assented  that  “exit  block”  is  a 
complication  occuring  only  with  the  use 
of  permanent  pacemaker  electrodes.  The 
comment  stated  that,  for  temporary 
pacemaker  electrodes,  thrombosis  and 
arrhythmia  are  insignificant  hazards, 
corrosion  does  not  occur  because  of  the 
short  duration  of  use,  and  perforation  is 
caused  by  medical  technique,  not  by  the 
device  itself. 

Both  comments  asserted  that 
performance  standards  are  sufficient  to 
ensure  the  safety  and  effectivenes^of 
temporary  pacemaker  electrodes  and 
that  sufficient  data  exist  to  establish  ' 
such  a  standard. 

FDA  and  the  Circulatory  System 
Devices  Panel  (the  present  name  of  the 
advisory  committee  responsible  for 
cardiovascular  devices)  reviewed  the 
comments,  including  additional 
published  literature  submitted  with  one 
of  the  comments  and  additional  data 
provided  by  several  noted  physicians. 
The  agency  also  discussed  the 
classification  of  temporary  electrodes  in 
detail  at  the  August  17, 1979,  Panel 
meeting  (Ref.  1). 

FDA’s  review  of  the  literature  reveals 
that  the  following  are  hazards  presented 
by  temporary  pacemaker  electrodes 
(Refs.  2  through  20): 

1.  Loss  of  stimulation,  either  through 
electrode  malposition  or  displacement, 
or  loss  of  “capture"  with  a  sensing 
electrode. 
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2.  Cardiac  perforation. 

3.  Thromboembolic  complications, 
including  thrombophlebitis. 

4.  Lead  breakage  or  shorting  and 
catheter  knotting. 

5.  Cardiac  arrhythmias,  including 
ectopic  beats  and  ventricular 
fibrillation. 

6.  Infection. 

The  most  common  complication  is 
loss  of  stimulation  through  some  type  of 
placement  difficulty.  In  Tancredi’s 
study,  this  complication  occurred  in  25 
'percent  of  the  cases:  1.8  percent  of  the 
cases  required  insertion  of  a  new 
electrode:  all  other  incidents  were 
corrected  by  repositioning  the  electrode 
(Ref.  6).  The  literature  indicates  that  the 
occurrence  of  these  hazards  becomes 
less  common  with  time  and  growing 
experience  (Refs.  4,  5. 15, 16). 

Temporary  pacemaker  electrodes  are 
available  in  many  types,  including 
unipolar  and  bipolar,  endocardial,  and 
myocardial.  The  type  most  commonly 
used  is  a  bipolar  endocardial  electrode 
placed  via  one  of  several  percutaneous 
venous  routes.  Myocardial  electrodes 
are  sometimes  used  in  surgery  and  in 
“blind"  transthoracic  punctures,  which 
are  associated  with  hazards  in  addition 
to  those  listed  above. 

Most  investigators  have  found  bipolar 
catheter  electrodes  to  be  the  most 
satisfactory  for  temporary  pacing 
because,  with  these  electrodes,  there  is 
a  lower  rate  of  loss  of  stimulation  or 
sensing  than  has  been  observed  with 
use  of  unipolar  catheter  electrodes. 
Temporary  electrodes  have  been  used  in 
some  patients  for  over  30  days.  Cheng 
reported  use  for  310  days  (Ref.  14),  and 
Tancredi  reported  use  for  54  days  (Ref 
6).  More  often,  the  device  is  used  for  a 
short  period  ranging  from  a  few  hours  to 
about  two  weeks.  It  is  generally  not 
current  practice  to  use  temporary 
electrodes  for  longer  periods. 

Properties  of  electrode  catheters  that 
Escher  mentions  as  important  are:  (1) 
roentgenographic  opacity,  (2)  stiffness, 
(3)  a  noncorrosive  electrode,  (4)  a  highly 
conductive  and  flexible  core  to 
withstand  rythmic  motion,  (5)  a  blood- 
compatible  catheter  sheath  (of 
nonwetting  material),  and  (6)  properly 
designed  connectors  able  to  withstand 
motion  and  handling  (Ref.  2). 

In  a  letter  to  the  agency  (Ref  21), 
Parsonnet,  Director  of  Surgery,  Newark 
Beth  Israel  Medical  Center,  made  the 
following  observations: 

Not  being  designed  for  permanent 
implantation,  temporary  electrodes  do  not 
present  concerns  regarding  long  term  wire 
fractures,  perforations,  thrombus  formation, 
and  displacement  are  of  the  same  critical 
nature  as  they  are  presented  by  permanent 
electrodes. 


Transvenous  positioning  of  a  temporary 
electrode  is  quite  simple  with  the  present 
techniques,  and  capture  of  the  vedntricle  is 
reliable  because  of  the  bipolar  configuration. 
When  both  electrodes  lie  in  the  ventricle 
intimate  contact  with  the  endocardium  is  not 
required,  and  pacing  stability  is  assured. 

Similarly,  thrombosis  around  the  electrode 
is  almost  unheard  of  today.  Years  ago  rare 
cases  of  thrombosis  were  seen  when 
electrodes  had  been  left  in  for  long  periods, 
but  such  models  were  discontinued  from  the 
market  long  ago,  and  pacing  for  more  than 
several  weeks  with  a  temporary  electrode  is 
rare. 

Dangers  of  producing  arrhythmias  from 
anodal  stimulation  have  to  do  more  with  the 
design  of  the  attached  pacemaker  than  they 
do  with  the  electrode.  I  can  see  no 
relationship  between  present  electrode 
design  and  fibrillation  potential. 

The  older-style  electrodes  were  known  to 
produce  ventricular  perforation,  but  I  have 
not  seen  one  of  these  for  almost  13  years.  Use 
of  adequate  surgical  techniques  and 
positioning  of  the  electrode  in  the  apex  with 
modem  electrodes,  which  6U'e  relatively  soft, 
can  be  done  with  little  risk  of  perforation. 
Again,  problems  of  this  sort  which  may  arise 
are  more  related  to  the  technique  of  the 
surgeon  than  to  the  equipment. 

Electrode  corrosion,  another  concern  with 
permanent  electrodes,  will  not  occur  with  the 
temporary  models,  because,  again,  corrosion 
is  more  a  function  of  the  pacemaker  than  of 
the  electrode.  Moreover,  corrosion  is  directly 
related  to  the  length  of  time  the  electrode  is 
in  position.  A  recent  personal  study  on 
corrosion  in  permanent  electrodes 
demonstrates,  through  scanning  electron 
microscopy,  that  there  is  no  evidence  of 
microscopic  corrosion  for  many  months  of 
pacing,  lliis  length  of  service  exceeds  the 
intended  use  of  temporary  pacemaking 
electrodes. 

In  determining  the  appropriate 
classification  of  temporary  pacemaker 
electrodes,  FDA  considers  it  important 
that  the  state-of-the-art  in  the 
manufacturing  and  design  of  these 
devices  has  stabilized  and  that  few 
changes  are  being  made  or  considered 
by  manufacturers  or  clinicians.  In 
contrast,  the  manufacturing  and  design 
of  permanent  pacemaker  electrodes  is  in 
a  state  of  flux  in  which  many  changes 
are  being  made  or  considered. 
Consequently,  the  agency  believes  that 
premarket  approval  (class  III)  is 
necessary  for  permanent  pacemaker 
electrodes  to  control  the  risks  to  health 
listed  in  the  proposed  regulation. 

Based  upon  the  Panel’s 
recommendations  and  the  information 
submitted  with  the  comments,  FDA 
agrees  with  the  comments  and  is 
publishing  a  final  rule  classifying 
temporary  pacemaker  electrodes  into 
class  II  and  permanent  pacemaker 
electrodes  into  class  Ill.  For  the  reasons 
stated  in  the  general  ’'egulation  on 
cardiovascular  devices  published 
elsewhere  in  this  issue  of  the  Federal 


Register,  FDA  does  not  believe  that  it  is 
necessary  to  issue  a  new  proposal 
concerning  this  decision. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3680,  to  read  as  . 
follows: 

§  870.3660  Cardiovascular  permanent  or 
temporary  pacemaker  electrode. 

(a)  Temporary  pacemaker  electrode — 
(1)  Identification.  A  temporary 
pacemaker  electrode  is  a  device 
consisting  of  flexible  insulated  electrical 
conductors  with  one  end  connected  to 
an  external  pacemaker  pulse  generator 
and  the  other  end  applied  to  the  heart. 
The  device  is  used  to  transmit  a  pacing 
electrical  stimulus  from  the  pulse 
generator  to  the  heart  and/or  to  transmit 
the  electrical  signal  of  the  heart  to  the 
pulse  generator. 

(2)  Classification.  Class  11 
(performance  standards). 

(b)  Permanent  pacemaker  electrode — 
(1)  Identification.  A  permanent 
pacemaker  electrode  is  a  device 
consisting  of  flexible  insulated  electrical 
conductors  with  one  end  coimected  to 
an  implantable  pacemaker  pulse 
generator  and  the  other  end  applied  to 
the  heart.  The  device  is  used  to  transmit 
a  pacing  electrical  stimulus  from  the 
pulse  generator  to  the  heart  and/or  to 
transmit  the  electrical  signal  of  the  heart 
to  the  pulse  generator. 

(2)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 


Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-3291  Filed  2-4-80;  8:45  am] 
BIUJNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1498] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Test  Magnets 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  test  magnets 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13381)  a  proposed  regulation  to 
classify  pacemaker  test  magnets  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5,1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3690,  to  read  as 
follows: 


§  870.3690  Pacemaker  test  magnet. 

(a)  Identification.  A  pacemaker  test 
magnet  is  a  device  used  to  test  an 
inhibited  or  triggered  type  of  pacemaker 
pulse  generator  and  cause  an  inhibited 
or  triggered  generator  to  revert  to 
asynchronous  operation. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-3292  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1499] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Programmers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  programmers 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13382)  a  proposed  regulation  to 
classify  pacemaker  programmers  into 
class  III  (premarket  approval).  A  period 
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of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
roA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3700,  to  read  as 
follows: 

§  870.3700  Pacemaker  programmers. 

(a)  Identification.  A  pacemaker 
programmer  is  a  device  used  to  change 
nonin va  si vely  one  or  more  of  the 
electrical  operating  characteristics  of  a 
pacemaker. 

(b)  Classification.  Class  Ill  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3293  Filed  2-4-80:  ft45  am] 

^LUNG  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1500] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Repair  or  Replacement 
Materials 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  repair  or 
replacement  materials  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  preniarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 


John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classibcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13383)  a  proposed  regulation  to 
classify  pacemaker  repair  and 
replacement  materials  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  970  in  Subpart  D  by 
adding  new  §  870.3710,  to  read  as 
follows: 

§  870.3710  Pacemakef  repair  or 
replacement  material. 

(a)  Identification.  A  pacemaker  repair 
or  replacement  material  is  an  adhesive, 
a  sealant,'  a  screw,  a  crimp,  or  any  other 
material  used  to  repair  a  pacemaker 
lead  or  to  reconnect  a  pacemaker  lead 
to  a  pacemaker  pulse  generator. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  3n(a)).) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3294  FUed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1501] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Electrode  Function 
Testers 

agency:  Food  and  Drug  Administration. 


ACTION:  Final  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  electrode 
function  testers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drag 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13384)  a  proposed  regulation  to 
classify  pacemaker  electrode  function 
testers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  $  870.3720,  to  read  as 
follows: 

§  870.3720  Pacemaker  electrode  function 
tester. 

(a)  Identification.  A  pacemaker 
electrode  function  tester  is  a  device 
which  is  connected  to  an  implanted 
pacemaker  lead  that  supplies  an 
accurately  calibrated,  variable  pacing 
pulse  for  measuring  the  patient's  pacing 
threshold  and  intracardiac  R-wave 
potential. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6. 1980. 
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(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3295  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1502] 

Cardiovascular  Devices;  Classification 
of  Pacemaker  Service  Tools 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  pacemaker  service  tools 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13385)  a  proposed  regulation  to 
classify  pacemaker  service  tools  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  380c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3730,  to  read  as 
follows. 


§  870.3730  Pacemaker  service  tools. 

(a)  Identification.  Pacemaker  service 
tools  are  devices  such  as  screwdrivers 
and  Allen  wrenches,  used  to  repair  a 
pacemaker  lead  or  to  reconnect  a 
pacemaker  lead  to  a  pacemaker 
generator 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Ooc.  80-3296  Filed  2-4-80;  8:45  am) 

BiaiNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1503] 

Cardiovascular  Devices;  Classification 
of  Annuloplasty  Rings 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  annuloplasty  rings  into 
class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufactuxer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
relation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave„  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FD.^  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13385)  a  proposed  regulation  to 
classify  annuloplasty  rings  into  class  III 
(premarket  approval).  A  period  of  60 


.  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3800,  to  read  as 
follows: 

§  870.3800  Annuloplasty  ring. 

(a)  Identification.  An  annuloplasty 
ring  is  a  rigid  or  flexible  ring  implanted 
aroimd  the  mitral  or  tricuspid  heart 
valve  for  reconstructive  treatment  of 
valvular  insufficiency. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3297  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  Na  78N-1504] 

Cardiovascular  Devices;  Classification 
of  Carotid  Sinus  Nerve  Stimulators 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  carotid  sinus  nerve 
stimulators  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occims  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
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(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13386)  a  proposed  regulation  to 
classify  carotid  sinus  nerve  stimulators 
into  class  III  (premarket  approval).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
conunents  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by  - 
adding  new  §  870.3850,  to  read  as 
follows: 

§  870.3660  Carotid  sinus  nerve  stimulator. 

(a)  Identification.  A  carotid  sinus 
nerve  stimulator  is  an  implantable 
device  used  to  decrease  arterial 
pressure  by  stimulating  Hering's  nerve 
at  the  carotid  sinus. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs  513.  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a)) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc  aO-329e  Filed  2-4-80;  B:4S  am] 

BILUNQ  CODE 

21  CFR  Part  870 

[Docket  No.  78N-150S] 

Cardiovascular  Devices;  Classification 
of  Replacement  Heart  Valves 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  replacement  heart 


valves  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  WelffU'e,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13387)  a  proposed  regulation  to 
classify  replacement  heart  valves  into 
class  III  (premarket  approval).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is  . 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  $  870.3925,  to  read  as 
follows: 

§  870.3925  Replacement  heart  valve. 

(a)  Identification.  A  replacement  heart 
valve  is  a  device  intended  to  perform 
the  function  of  any  of  the  heart’s  natural 
valves.  This  device  includes  valves 
constructed  of  prosthetic  materials, ' 
biologic  valves  (e.g.,  porcine  valves),  or 
valves  constructed  of  a  combination  of 
prosthetic  and  biologic  materials. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 


(Secs.  513, 701(a),  52  Stat.  1055, 90  StaL  540- 
548  (21  U.S.C.  380c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Doc.  80-3299  Filed  2-4-80;  8:45  am] 

BILUNO  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1506] 

Cardiovascular  Devices;  Classification 
of  Prosthetic  Heart  Valve  Holders 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  prosthetic  heart  value 
holders  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
futiire  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450).  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13389)  a  proposed  regulation  to 
classify  prosthetic  heart  valve  holders 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  a  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  S  870.3935,  to  read  as 
follows:  ■ 
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§  870.3935  Prosthetic  heart  valve  holder. 

(a)  Identification.  A  prosthetic  heart 
valve  holder  is  a  device  used  to  hold  a 
replacement  heart  valve  while  it  is  being 
sutured  into  place. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  3e0c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

(FR  Doc.  aO-3300  Filed  Z-^-SO;  8:45  am) 

BILUNO  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1507] 

Cardiovascular  Devices;  Classification 
of  Prosthetic  Heart  Valve  Sizers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  prosthetic  heart  valve 
sizers  into  class  11  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
futiue  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  el^ectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13389)  a  proposed  regulation  to 
classify  prosthetic  heart  valve  sizers 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  D  by 
adding  new  §  870.3945,  to  read  as 
follows: 

§  870.3945  Prosthetic  heart  valve  sizer. 

(a)  Identification.  A  prosthetic  heart 
valve  sizer  is  a  device  used  to  measure 
the  size  of  the  natiu'al  valve  opening  to 
determine  the  size  of  the  appropriate 
replacement  heart  valve. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a})) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A /fairs. 

[FR  Doc.  80-3301  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1508] 

Cardiovascular  Devices;  Classification 
of  Endomyocardial  Biopsy  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  bnal 
rule  classifying  endomyocardial  biopsy 
devices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 


FR  13390)  a  proposed  regulation  to 
classify  endomyocardial  biopsy  devices 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

One  comment  was  received  regarding 
the  classsification  of  endomyocardial 
biopsy  devices.  The  comment  suggested 
that  the  device  category  be  divided  into 
two  types.  One  type  would  consist  of 
endomyocardial  biopsy  devices  used  in 
surgery  where  the  biopsied  tissue  can  be 
seen  directly.  The  comment  suggested 
that  this  type  of  device  be  classified  into 
class  II.  The  second  type  would  consist 
of  endomyocardial  biopsy  devices  used 
in  catheterization  procedures  where  the 
tissue  cannot  be  seen.  The  comment 
suggested  that  this  type  of  device  be 
classified  into  class  III  because  of 
potential  danger  presented  by  these 
devices. 

FDA  believes  that  the  information 
presented  in  the  proposed  classification 
'  regulation  demonstrates  that 
performance  standards  can  be 
established  for  endomyoardial  biopsy 
devices.  The  first  type  of  biopsy  device 
mentioned  in  the  comment  will  be 
published  with  the  General  and  Plastic 
Surgery  Device  Classification  Panel’s 
devices.  Although  the  second  type  of 
endomyocardial  biopsy  device  that  is 
identified  in  this  regulation  has  a  higher 
potential  for  danger  than  other  t3rpes  of 
biopsy  devices,  FDA  believes  the 
hazards  it  presents  can  be  controlled  by 
application  of  performance  standards. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change  in 
classification;  however,  the 
identification  for  the  device  is  being 
clarified  regarding  device  usage. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  54D-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  by  adding  Subpart  E 
and  new  §  870.4075,  to  read  as  follows; 

Subpart  E— Cardiovascular  Surgical 
Devices 

§  870.407S  Endomyocardial  biopsy 
device. 

(a)  Identification.  An  endomyocardial 
biopsy  device  is  a  device  used  in  a 
catheterization  procedure  to  remove 
samples  of  tissue  from  the  inner  wall  of 
the  heart. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 
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Dated:  J.  nuary  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissoner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3302  Piled  2-4-80;  8:45  am] 
BILUNQ  CODE  4110-0»-« 


21  CFR  Part  870 
[Docket  No.  78N-1509] 

Cardiovascular  Deyices;  Classification 
of  Cardiopulmonary  Bypass 
Accessory  Equipment 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  cardiopulmonary  bypass 
accessory  equipment  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Ddvice  Amendments  of 
1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13392)  a  proposed  regulation  to 
classify  cardiopulmonary  byj 
accessory  equipment  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

One  comment  was  received  regarding 
cardiopulmonary  bypass  accessory 
equipment.  The  comment  suggested  that 
the  device  be  classified  into  class  I 
rather  than  class  II  as  proposed.  The  / 
comment  stated  that  general  controls^ 
including  adherence  by  manufacturers 
to  the  good  manufacturing  practice 
regulation  (21  CFR  Part  820)  would  be 
sufficient  to  ensure  the  safety  and 
effectiveness  of  the  device.  The 
comment  stated  that  the  adequacy  of  the 
design  of  the  device  is  immediately 
apparent  when  the  user  assembles  the 


cardiopulmonary  bypass  circuit  and  that 
the  requirement  of  a  performance 
standard  for  these  devices  “seems  to  be 
overkill.” 

One  of  the  criteria  that  FDA  uses  to 
decide  whether  a  device  may  be 
classified  into  class  I  is  whether  a  user 
may  immediately  determine 
performance  adequacy  of  the  device 
upon  ^  inspection.  FDA  agrees  that 
the  adequacy  of  the  performance  of  this 
device  is  readily  discernible  at  the  time 
the  bypass  circuit  is  assembled  and  that 
the  device  does  not  present  a  direct 
hazard  to  the  patient.  Therefore,  FDA, 
agrees  with  the  conunent  and  is  issuing 
the  final  regulation  classifying  the 
device  into  class  I  (general  controls) 
with  no  exemptions.  For  the  reasons 
stated  in  the  general  regulation  on 
cardiovascular  devices,  published 
elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  does  not  believe  that  it  is 
necessary  to  issue  a  new  proposal 
concerning  this  decision. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4200,  to  read  as 
follows: 

§  870.4200  Cardiopulmonary  bypass 
accessory  equipment 

(a)  Identification.  Cardiopulmonary 
bypass  accessory  equipment  are  devices 
that  have  no  contact  with  blood  and  that 
are  used  in  the  cardiopulmonary  bypass 
circuit  to  support,  adjoin,  or  connect 
components,  or  to  aid  in  the  setup  of  the 
extracorporeal  line,  e.g.,  an  oxygenator 
mounting  bracket  or  system-priming 
equipment. 

(bj  Classification.  Class  I  (general 
controls). 

Effective  Date.  This  regulation  shall 
be  effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3303  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1378] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Bubble 
Detectors 

AGENCY:  Food  and  Drug  Administration. 


ACTION:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
bubble  detectors  into  class  II 
(performance  standards).  The  efiect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1978. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13393)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  bubble 
detectors  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conunissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4205,  to  read  as 
follows: 

§  870.4205  Cardiopubnonary  bypass 
bubble  detector. 

(a)  Identification.  A  cardiopulmonary 
bypass  bubble  detector  is  a  device  used 
to  detect  bubbles  in  the  arterial  return 
line  of  the  cardiopulmonary  bypass 
circuit. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

|FR  Doc  80-3304  Filed  2-4-80;  8:45  am) 

BILUNQ  CODE  4110-O3-M 

21  CFR  Part  870 

[Docket  No.  78N-1510] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Vascular 
Catheters,  Cannulas,  or  Tubing 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  flnal 
rule  classifying  cardiopulmonary  bypass 
vascular  catheters,  cannulas,  or  tubing 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13394)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
vascular  catheters,  cannulas,  and  tubing 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 


adding  new  §  870.4210,  to  read  as 
follows: 

§  870.4210  Cardiopulmonary  bypass 
vascular  catheter,  cannula,  or  tubing. 

(a)  Identification.  A  cardiopulmonary 
bypass  vascular  catheter,  cannula,  or 
tubing  is  a  device  used  in 
cardiopulmonary  surgery  to  cannulate 
the  vessels,  peruse  the  coronary 
arteries,  and  to  interconnect  the 
catheters  and  cannulas  with  an 
oxygenator.  The  device  includes 
accessory  bypass  equipment. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffaira. 

[FR  Doc.  80-3305  Filed  2-4-80;  8:45  am) 

BILUNO  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1511] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Heart* 
Lung  Machine  Consoles 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
heart-lung  machine  consoles  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 


FR  13394)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  heart- 
lung  machine  consoles  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
E)rug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4220 ,  to  read  as 
follows: 

§  870.4220  Cardiopulmonary  bypass 
heart-lung  machine  console. 

(a)  Identification.  A  cardiopulmonary 
bypass  heart-lung  machine  console  is  a 
device  that  consists  of  a  control  panel 
and  the  electrical  power  and  control 
circuitry  for  a  heart-limg  machine.  The 
console  is  designed  to  interface  with  the 
basic  units  used  in  a  gas  exchange 
system,  including  the  pumps, 
oxygenator,  and  heat  exchanger. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regidation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc  80-3306  Filed  2-4-80;  8:45  am) 

BILUNO  CODE  4110-OS-M 

21  CFR  Part  870 
[Docket  No.  78N-1512] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Defoamers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
defoamers  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  devide  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
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September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
|ohn  L.  Ely,  Bureau  of  Medical  Devices 
{hFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
publiched  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classibcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13395)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
defoamers  into  clas  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

One  comment  was  received  regarding 
cardiopulmonary  bypass  defoamers.  The 
comment  suggested  that  the  device  be 
classified  into  class  II  rather  than  class 
III.  The  comment  argued  that  the  state- 
of-the-art  of  in-line  gas  bubble  removal 
and  detection  is  advanced  sufHciently 
that  adequate  test  methods  exist  that 
can  be  standardized.  The  comment 
provided  a  reference  showing  that  - 
ultrasonic  methods  for  counting  in-line  " 
gaseous  microemboli  exist  and  that 
commercial  equipment  is  available  for 
this  purpose  (Ref.  1).  The  comment 
contended  that  this  equipment  could  be 
used  and  would  allow  users  to  evaluate 
the  device’s  defoaming  ability.  Finally, 
the  comment  stated:  "With  the  test 
methodology  already  available, 
determination  of  limits  for  bubble 
removal  would  not  be  difficult  to 
establish.” 

Although  the  state-of-the-art  in 
defoaming  of  blood  in  cardiopulmonary 
bypass  systems  has  advanced  during  the 
past  several  years,  FDA  disagrees  that  it 
has  advanced  sufficiently  to  allow  the 
development  of  performance  standards 
that  would  ensure  the  safety  and 
effectiveness  of  defoamers.  The  test 
method  used  at  Rhode  Island  Hospital 
(Ref.  1),  which  represents  a  significant 
advance  in  in-line  microemboli 
detection,  is  still  under  development  and 
has  not  been  validated  by  other 
laboratories.  From  the  information 
available  to  FDA,  device  systems  for 
accurately  counting  gaseous 


microemboli  in  a  flowing  blood  stream 
are  not  generally  available  to  all  device 
users,  ll^erefore,  FDA  believes  that 
cardiovascular  bypass  defoamers 
should  be  classified  into  class  III,  and 
the  proposed  regulation  is  being  adopted 
without  change. 

Reference 

1.  Abts,  L  R.,  R.  T.  Beyer,  P.  M.  Galletti,  P. 
D.  Richardson,  D.  Karon,  R.  Massimino,  K.  E. 
Karlson,  “Computerized  Discrimination  of 
Microemboli  in  Extracorporeal  Circuits," 
American  Journal  of  Surgery,  135(4):  535-538. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4230,  to  read  as 
follows; 

§  870.4230  Cardiopulmonary  bypass 
defoamer. 

(a)  Identification.  A  cardiopulmonary 
bypass  defoamer  is  a  device  used  in 
conjunction  with  an  oxygenator  during 
cardiopulmonary  bypass  surgery  to 
remove  gas  bubbles  from  the  blood. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3307  Filed  2-4-80:  8:45  am] 

BILLMIQ  CODE  4110-03-M 


21  CFR  Part  870 

IDocket  No.  78N-1513] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Heat 
Exchangers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
heat  exchangers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 


FOR  FURTHER  INFORMATION  CONTACr. 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559.  .  -  - 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiBcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13396)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  heat 
exchangers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
-received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513,  ’ 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4240,  to  read  as 
follows: 

§  870.4240  Cardiovascular  bypass  heat 
exchanger.  / 

(a)  Identification.  A  cardiopulmonary 
bypass  heat  exchanger  is  a  device, 
consisting  of  a  heat  exchange  system 
used  in  extracorporeal  circulation  to 
warm  or  cool  the  blood  or  perfusion 
fluid  flowing  through  the  device. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6. 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f fairs. 

(FR  Doc.  80-3306  Filed  2-4-80;  8:45  am| 

BILLING  CODE  4110-0S-M 


21  CFR  Part  870 

(Docket  N0.78N-1514] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Temperature  Controllers 

agency:  Food  and  Drug  Administration. 
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ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  hnal 
rule  classifying  cardiopulmonary  bypass 
temperature  controllers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device  — 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13397)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
temperature  controllers  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4250,  to  read  as 
follows: 

§  870.4250  Cardiopulmonary  bypass 
temperature  controller. 

(a)  Identification.  A  cardiopulmonary 
bypass  temperature  controller  is  a 
device  used  to  control  the  temperature 
of  the  fluid  entering  and  leaving  a  heat 
exchanger. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a]).] 


Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc  80-3309  Filed  2-4-80;  8:45  am] 

BILLINQ  CODE  4110-03-M 

21  CFR  Part  870 

IDocket  No.  78N-1515] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Arterial 
Line  Blood  Filters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  hnal 
rule  classifying  cardiopulmonary  bypass 
arterial  line  blood  Biters  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiBcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13398)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
arterial  line  blood  filters  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

One  comment  was  received  regarding 
cardiopulmonary  bypass  arterial  line 
blood  Biters.  The  comment  suggested 
that  the  device  be  classified  into  class  II 
rather  than  class  III.  The  comment  also 
suggested  several  corrections  in  and 


clariBcations  of  the  data  presented  in 
the  proposed  regulation. 

First,  the  comment  suggested  that  the 
following  statement  in  the  summary  of 
reasons  for  the  recommendation  should 
be  omitted  because  of  subsequent 
contradictory  statements:  "In  addition,  it 
has  not  been  clearly  established  that 
adverse  physiological  effects  follow 
when  the  device  is  absent  from  the 
circuit”. 

FDA  agrees  that  the  quoted  statement 
needs  explanation.  The  point  the  agency 
intended  to  convey  in  that  statement  is 
that  some  clinicians  operate  the 
cardiopulmonary  bypass  system  without 
the  use  of  an  arterial  line  Biter,  and 
report  no  difference  in  the  outcome  of 
their  surgery  that  could  be  attributed  to 
the  presence  or  absence  of  a  Biter, 
bringing  into  question  either  the  value  of 
the  device  in  ^e  bypass  circuit  or  the 
effectiveness  of  the  device  in  Bitering 
particles  from  the  blood.  One  recent 
article  (Ref.  1)  reported  an  increase  in 
the  number  of  particles  down  line  from 
an  arterial  line  Biter,  when  it  was  tested 
in  a  simple  ex  vivo  circuit  consisting 
only  of  arterial  and  venous  cannulae, 
ultrasonic  detection  chambers,  and  an 
arterial  line  Biter.  The  same  reference 
indicated  that  in  a  more  complex  circuit 
the  arterial  line  Biter  was  effective  for 
larger  particles  (greater  than  86  microns) 
but  allowed  smaller  emboli  to  pass. 

Second,  the  comment  questioned  the 
use  of  the  term  “accuracy”  in  describing 
the  performance  characteristics  of  blood 
Biters.  The  comment  suggested  "Biter 
rating”  and  “Biter  efficiency”  as  more 
precise  terms  to  describe  performance 
characteristics  of  blood  Biters. 

FDA  agrees  that  “accuracy”  does  not 
properly  describe  the  performance  of 
blood  Biters  and  adopts  “filtration 
efBciency”  as  a  clearer  description  of 
this  performance. 

Third,  the  comment  insisted  that 
statements  made  in  the  proposal 
concerning  the  potential  risks  presented 
by  the  device  were  misleading  because 
of  omission  of  data  regarding  clinical 
experience  with  the  device  indicating 
that  these  risks  have  not  been  observed 
in  actual  practice.  The  comment  cited 
references  supporting  this  position.  The 
comment  stated  that  “it  is  improper  to 
withhold  or  ignore  what  actual 
experience  to  date  has  revealed”. 

FDA  disagrees  with  the  comment. 

FDA  and  the  Cardiovascular  Device 
ClassiBcation  Panel  did  consider  clinical 
experience  with  blood  Biters  in 
determining  how  they  should  be 
classiBed.  Although  the  proposal’s 
description  of  risks  to  health  presented 
by  the  device  is  accurate,  this 
description  did  not  provide  information 
on  the  expected  or  observed  frequency 
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of  occurrence  of  these  risks.  It  is  true 
that  FDA  does  not  have  reports  of 
injuries  due  to  the  risks  to  health 
described  in  the  proposal.  However,  it  is 
also  true  that  FDA  is  not  certain  that 
such  injuries  have  not  occurred.  Section 
513(a)(l)(C)(ii)(II)  of  the  act  authorizes  a 
device  to  be  classiHed  into  class  III  if  it 
“presents  a  potential  unreasonable  risk 
of  illness  or  injury”.  Agency 
documentation  that  injuries  have 
actually  occurred  is  not  a  prerequisite  to 
classification  of  a  device  into  class  111. 
Moreover,  FDA’s  proposal  to  classify 
blood  filters  into  class  III  was  based  not 
only  on  the  risk  presented  by  the  device, 
but  also  on  the  fact  that  the  device  is 
purported  as  represented  to  be  for  a  use 
in  removing  emboli  from  the  blood  in  the 
cardiopulmonary  bypass  circuit,  which 
is  of  substantial  importance  in 
preventing  impairment  to  human  health. 
The  basis  for  classifying  the  device  into 
class  ni  is  founded  upon  an  independent 
criterion  for  class  III  in  section 
513(a)(l](C)(ii)(I]  of  the  act  that  does  not 
depend  upon  a  Hnding  of  risk. 

Finally,  the  comment  stated  that 
sufficient  data  now  exist  to  develop 
performance  standards  for  the  device. 
The  comment  stated  that  test  methods 
exist  to  evaluate  the  thromboembolic 
effect  of  the  device,  pressure  gradients 
across  the  device,  and  embolic 
complications  related  to  the  device,  and 
cited  references  to  those  test  methods. 

FDA  agrees  that  many  test  methods 
relating  to  safe  and  effective  design  and 
performance  have  been  developed  to 
evaluate  the  characteristics  and 
properties  of  cardiopulmonary  bypass 
arterial  line  blood  filters.  However, 
there  is  little  or  no  agreement  as  to 
which  method  is  most  valuable  or  what 
property  values  are  acceptable.  To 
establish  a  performance  standard,  it  is 
necessary  to  have  not  only  test 
methodology,  but  also  agreed  upon 
limits  for  the  values  of  the  properties  of 
the  device. 

FDA  therefore  disagrees  with  the 
comment  suggesting  classification  of 
cardiopulmonary  bypass  arterial  line 
blood  filters  into  class  II.  Accordingly, 
the  proposed  regulation  is  being  adopted 
without  change. 

Reference 

1.  Abts,  L.  R.,  R.  T.  Beyer,  P.  M.  Galletti,  K. 

E.  Karlson,  D.  Karon,  R.  Massimino,  P.  D. 
Richardson,  “Computerized  Discrimination  of 
Microemboli  in  Extracorporeal  Circuits," 
American  Journal  of  Surgery,  135:4  (535-538), 
April  1978. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4260,  to  read  as 
follows: 

§  870.4260  Cardiopulmonary  bypass 
arterial  line  blood  filter. 

(a)  Identification.  A  cardiopulmonary 
bypass  arterial  line  blood  filter  is  a 
device  used  as  part  of  a  gas  exchange 
(oxygenator)  system  to  filter  nonbiologic 
particles  and  emboli  (blood  clots  or 
pieces  of  foreign  material  flowing  in  the 
bloodstream  which  will  obstruct 
circulation  by  blocking  a  vessel)  out  of 
the  blood.  It  is  used  in  the  arterial  return 
line. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C,  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  SO-aaiO  Filed  Z-4-60;  S.-4S  am] 

BILUNG  CODE  4110-03-11  * 

21  CFR  Part  870 

[Docket  No.  78N-15161 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Cardiotomy  Suction  Line  Biood  Filters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  Tlie  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
cardiotomy  suction  line  blood  filters  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  11 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 


activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13400)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
cardiotomy  suction  line  blood  filters  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

One  comment  was  received  regarding 
this  device.  The  comment  presented 
additions  and  corrections  to  the 
supplementary  information  in  the 
proposed  regulation,  but  did  not  suggest 
a  change  in  classification. 

The  comment  noted  a  transposition  of 
references  5  and  6.  FDA  appreciates  the 
information  and  has  corrected  that  error. 

The  comment  also  questioned  the  use 
of  the  term  “accuracy”  in  describing  the 
performance  characteristics  of  blood 
filters,  and  suggested  “filter  rating”  and 
“filter  efficiency”  as  more  precise  terms 
to  describe  the  performance 
characteristics  of  blood  filters. 

FDA  agrees  that  “accuracy”  does  not 
properly  describe  the  performance  of 
blood  filters  and  adopts  “filtration 
efficiency”  as  a  clearer  description  of 
this  performance. 

The  comment  protested  the 
description  of  cardiotomy  suction  line 
blood  filters  as  “potentially  hazardous 
to  life  or  health”  and  the  statement  that 
the  hazard  of  particle  embolism  may 
lead  “to  potentially  debilitating  or  fatal 
emboli,”  The  comment  stated  that  “the 
cardiotomy  line  filter  is  never  life- 
threatening”  and  that  these  statements 
should  be  modified  to  read:  “Inability  of 
the  device  to  properly  filter  particles  can 
lead  to  embolic  complications.” 

FDA  did  state  in  the  proposed 
regulation  that  problems  associated 
with  the  use  of  the  device  are  not 
usually  life  threatening.  FDA  believes, 
however,  that  any  embolic  complication 
has  the  potential  of  being  hazardous  to 
life  or  health  and  therefore  disagrees 
with  this  point  of  the  comment. 

Finally,  the  comment  stated  that  there 
were  some  inaccuracies  in  the 
information  presented  in  the  proposal  on 
large-pore  filters,  such  as  that  the 
references  cited  deal  with  blood 
transfusion  filters  rather  than  with 
cardiopulmonary  bypass  filters,  that  the 
problems  of  pressure  extrusion  and 
passage  of  microaggregates  through  the 
filter  are  not  real  problems  with 
cardiopulmonary  bypass  microfilters, 
and  that  currently  marketed  filters 
compromise  neither  capacity  nor  smaller 
pore  size. 

FDA  cited  references  in  the  proposal 
concerning  transfusion  filters  because  it 
believes  that  the  performance 
characteristics,  properties,  and  risks  to 
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health  involving  transfusion  filters, 
along  with  other  relevant  matters, 
should  be  considered  in  the 
development  of  a  standard  for 
cardiotomy  suction  line  blood  filters. 

The  statement  in  the  proposal  that. 
“Filters  currently  on  the  market 
compromise  either  capacity  or  small 
pore  size"  would  have  been  more 
accurate  if  it  stated  that  a  compromise  is 
made  in  the  design  of  filters  to  make  the 
filter  fit  its  purpose.  FDA  realizes  that 
tradeoffs  are  made  between  pore  size, 
number  of  pores,  and  other  filter 
characteristics  in  order  to  design 
properly  a  filter  for  a  given  use.  It  is 
obvious  that  the  properties  of  a 
cardiotomy  biter,  a  transfusion  filter,  or 
an  arterial  line  filter  must  differ 
depending  upon  the  requirements  of  the 
function  the  filter  is  designed  to  perform. 
FDA  agrees  with  this  portion  of  the 
comment. 

No  comments  have  been  received 
challenging  the  proposed  classification 
of  the  device  into  class  II.  Accordingly, 
the  proposed  regulation  is  being  adopted 
without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4270,  to  read  as 
follows: 

§  870.4270  Cardiopulmonary  bypass 
cardiotomy  suction  iine  blood  filter. 

(a)  Identification.  A  cardiopulmonary 
bypass  cardiotomy  suction  line  blood 
filter  is  a  device  used  as  part  of  a  gas 
exchange  (oxygenator)  system  to  filter 
nonbiologic  particles  and  emboli  (a 
blood  clot  or  a  piece  orforeign  material 
flowing  in  the  bloodstream  which  will 
obstruct  circulation  by  blocking  a 
vessel)  out  of  the  blood.  This  device  is 
intended  for  use  in  the  cardiotomy 
suction  line. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  380c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Ooc  80-3311  Filed  2-4-80;  8:45  am| 
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21  CFR  Part  870 
(Docket  No.  78N-1517] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Prebypass  Filters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary 
prebypass  filters  into  class  11 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 

John  L.  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13402)  a  proposed  regulation  to 
classify  cardiopulmonary  prebypass 
filters  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4280,  to  read  as 
follows: 

§  870.4280  Cardiopulmonary  prebypass 
filter. 

(a)  Identification.  A  cardiopulmonary 
prebypass  ^ter  is  a  device  used  during 
priming  of  the  oxygenator  circuit  to 
remove  particulates  or  other  debris  from 
the  circuit  prior  to  initiating  bypass.  The 
device  is  not  used  to  filter  blood. 


(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055.  90  Stat.  540- 
546  (21  U.S.C.  380c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3312  Filed  2-4-8SC  8:4»  am) 
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21  CFR  Part  670 
[Docket  No.  78N-1518] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Adaptors, 
Stopcocks,  Manifolds,  or  Fittings 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  cardiopulmonary  bypass 
adaptors,  stopcocks,  manifolds,  or 
.  fittings  into  class  II  (jierformance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13402)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
adaptors,  stopcocks,  manifolds,  or 
Httings  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
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701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4290,  to  read  as 
follows: 

§  870.4290  Cardiopulmonary  bypass 
adaptor,  stopcock,  manifold,  or  fitting. 

(a)  Identification.  A  cardiopulmonary 
bypass  adaptor,  stopcock,  manifold,  or 
fitting  is  a  device  used  in  cardiovascular 
diagnostic,  surgical,  and  therapeutic 
applications  to  interconnect  tubing, 
catheters,  or  other  devices. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  aO-3313  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  411(M)3-M 


21  CFR  Part  870 
[Docket  No.  78N-1519] 

Cardiovascular  Devices;  Ciassification 
of  Cardiopuimonary  Bypass  Gas 
Control  Units 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  b^ass 
gas  control  units  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 


Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  FR 
(44  13403)  a  proposed  regulation  to 
classify  cardipulmonary  bypass  gas 
control  units  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  B  by 
adding  new  §  870.4300,  to  read  as 
follows: 

§  870.4300  Cardiopulmonary  bypass  gas 
control  unit 

(a)  Identification.  A  cardiopulmonary 
bypass  gas  control  unit  is  a  device  used 
to  control  fuid  measure  the  flow  of  gas 
into  the  oxygenator.  The  device  is 
calibrated  for  a  specific  gas. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
-  effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3314  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1520] 

Cardiovascular  Devices;  Ciassification 
of  Cardiopulmonary  Bypass  Coronary 
Pressure  Gauges 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
coronary  pressure  gauges  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 


John  L.  Ely.  Bureau  of  Medical  Devices 
{HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13404)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
coronary  pressure  gauges  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4310,  to  read  as 
follows: 

§  870.4310  Cardiopulmonary  bypass 
coronary  pressure  gauge. 

(a)  Identification.  A  cardiopulmonary 
bypass  coronary  pressure  gauge  is  a 
device  used  in  cardiopulmonary  bypass 

surgery  to  measure  the  pressure  of  the 
blood  perfusing  the  coronary  arteries. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3315  Filed  2-4-80:  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1521] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Pulsatile 
Flow  Generators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
pulsatile  flow  generators  into  class  III 
{premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

^  EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
)ohn  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13405)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
pulsatile  flow  generators  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4320,  to  read  as 
follows: 

§  670.4320  Cardiopulmonary  bypass 
pulsatile  flow  generator. 

(a)  Identification.  A  cardiopulmonary 
bypass  pulsatile  flow  generator  is  an 
electrically  and  pneumatically  operated 
device  used  to  create  pulsatile  blood 
flow.  The  device  is  placed  in  a 
cardiopulmonary  bypass  circuit 
downstream  from  the  oxygenator. 


(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6. 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  380c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  a0-331«  Filed  a-*-a0;  S:45  am]  _ 
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21  CFR  Part  870 

[Docket  Na  78N-1522] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  On-Line 
Blood  Gas  Monitors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
on-line  blood  gas  monitors  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel,  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13406)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  on-line 
blood  gas  monitors  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  Q<R  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4330,  to  read  as 
follows: 

§  870.4330  Cardiopuliiionary  bypass  on¬ 
line  blood  gas  monitor. 

(a)  Identification.  A  cardiopulmonary 
bypmss  on-line  blood  gas  monitor  is  a 
device  used  in  conjunction  with  a  blood 
gas  sensor  to  measure  the  level  of  gases 
in  the  blood. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  380c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph. 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  aO-3317  Filed  Z-4-aO:  B:45  am] 
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21  CFR  Part  670 

(Docket  No.  78N-1523] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Level 
Sensing  Monitors  and/or  Controls 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
level  sensing  monitors  and/ or  controls 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave..  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
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in  that  issue  of  tlie  Federal  Register  (44 
FR  13407)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  level 
sensing  monitors  and/or  controls  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4340,  to  read  as 
follows: 

§  870.4340  Cardiopulmonary  bypass  level 
sensing  monitor  and/or  control. 

(a)  Identification.  A  cardiopulmonary 
bypass  level  sensing  monitor  and/or 
control  is  a  device  used  to  monitor  and/ 
or  control  the  level  of  blood  in  the  blood 
reservoir  and  to  sound  an  alarm  when 
the  level  falls  below  a  predetermined 
value. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371{a)).i 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3318  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1524] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Oxygenators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  cardiopulmonary  bypass 
oxygenators  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 


promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

-  SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13408)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
oxygenators  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

One  comment  was  received  regarding 
cardiopulmonary  bypass  oxygenators. 
The  comment  suggested  that  the  device 
be  classified  into  class  II,  rather  than 
class  III.  The  comment  stated  that 
events  that  have  taken  place  since  the 
Panel  recommended  that  the  device  be 
placed  in  class  III  provide  sufficient 
information  to  establish  a  performance 
standard  for  oxygenators. 

The  comment  made  several  points  in 
support  of  its  suggestion  that 
oxygenators  be  placed  in  class  II.  First, 
the  comment  stated  that  there  is  general 
agreement  that  the  American  Society  for 
Artificial  Internal  Organs  (ASAIO) 
standard  for  blood  oxygenators  (Ref.  1) 
addresses  sufficient  concerns  to 
determine  safe  and  effective 
performance  of  oxygenators.  Second,  it 
stated  that  laboratory  tests  provide  the 
most  meaningful  data  on  the  safety  and 
effectiveness  of  oxygenators.  Third,  the 
comment  noted  that  the  Panel 
considered  microembolization  to  be  a 
significant  and  undetermined  hazard  of 
oxygenation.  Fourth,  the  comment  noted 
that  most  experts  who  tsstibed  at  Panel 
meetings  believed  that  oxygenators 
should  be  classified  into  class  II. 

The  comment  listed  several  events 
bearing  upon  the  device’s  classification 
that  have  taken  place  since  the  May  2, 
1977,  Panel  meeting  at  which  the 
classification  recommendation  was 
recorded.  The  comment  cited  the  Utah 
Biomedical  Test  Laboratories  (UBTL) 
report  on  blood  oxygenators  (Ref.  2),  the 
publication  of  the  Association  for  the 


Advancement  of  Medical 
Instrumentation  (AAMI)  Draft 
Oxygenator  Standard  (Ref.  3),  the  FDA 
good  manufacturing  practice  regulation 
(21  CFR  Part  820)  with  additional 
controls  for.  critical  devices,  and  work 
advancing  test  methods  for 
quantification  of  microemboli  (Refs.  4 
through  13).  The  comment  compared  the 
recommendations  of  the  UBTL  report 
with  the  proposed  requirements  of  a 
standard  developed  by  the  Association 
for  the  Advancement  of  Medical 
Instrumentation  (AAMI)  and  reviewed 
the  state  of  test  methodology  for 
microembolization. 

The  comment  concluded  that  the 
decision  to  place  oxygenators  in  class  III 
was  close,  that  significant  progress  in 
standards  development  has  occurred 
since  the  original  class  III  Panel 
recommendation,  and  that  the 
documents  it  referred  to  are  an  adequate 
basis  upon  which  performance 
standards  may  be  established.  The 
comment  also  stated:  “*  *  *  one 
requirement  omitted  from  current 
standards  that  we  feel  should  be 
included  is  the  requirement  that  a  new 
or  significantly  modifed  oxygenator 
should  be  tested  clinically  before  it  is 
marketed.” 

FDA  disagrees  with  the  comment.  It  is 
true  that  the  ASAIO  standard  has  been 
incorporated  into  the  AAMI  draft 
standard  and  that  standards  are 
established  for  certain  aspects  of 
oxygenator  performance.  However, 
standards  for  the  limitation  of 
microembolization  are  not  and  never 
have  been  part  of  either  proposed 
oxygenator  standard.  These  standards 
as  now  written  do  not  prescribe  any 
performance  levels  for  gas  exchange, 
heat  exchange  efficiency,  or  acceptable 
level  of  blood  damage.  Furthermore,  the 
present  state-of-the-art  in  identifeation 
and  quantification  of  microemboli  is  at 
best  developmental.  Those  procedures 
~  that  have  shown  the  most  promise  in 
measurement  of  microemboli  are  neither 
generally  available  to  industry  nor 
validated  through  independent  testing  at 
several  laboratories.  The  experts  who 
testified  at  the  Panel  meetings  in  support 
of  classifying  the  device  into  class  II 
accompanied  industry  representatives 
who  had  brought  them  to  the  meetings 
for  that  purpose.  Despite  the  volume  of 
testimony  in  support  of  placing  the 
device  into  class  II,  the  Panel  voted 
unanimously  to  recommend 
classiHcation  of  the  device  into  class  III. 
Even  the  comment  conceded  that 
clinical  trials  for  safety  and 
effectiveness  are  needed  for  “new  or 
significantly  modified  oxygenators.” 
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FDA  beliaves  the  device  should  be 
classified  into  class  III.  The  proposed 
regulation  is  being  adopted  without 
change. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  imder  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 


adding  new  8  870.4350,  to  read  as 
follows: 

8  870l4350  Cardiopulmonary  bypass 
oxygofurtor. 

(a)  Identification.  A  cardiopulmonary 
bypass  oxygenator  is  a  device  used  to 
exchange  gases  between  blood  and  a 
gaseous  environment  to  satisfy  the  gas 
exchange  needs  of  a  patient  during  open- 
heart  surgery. 

(b)  Classification.  Class  in  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.G  360c,  371(a)).) 

Dated:  January  14. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3319  Filed  2-4-80;  8»4S  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1525) 

Cardiovascular  Devices;  Classification 
of  Nonrolier-type  Cardiopulmonary 
Bypass  Blood  Pumps 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nonroller-type 
cardiopulmonary  bypass  blood  pumps 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30. 1982,  or  90 
days  after  promulgation  of  a  separate 
relation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HKF-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 


activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
In  that  issue  of  the  Federal  Register  (44 
FR  13409)  a  proposed  regulation  to 
classify  nonroller-type  cardiopulmonary 
bypass  blood  pumps  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  8  870.4360,  to  read  as 
follows: 

8  870.4360  Nonroller-type 
cardiopulmonary  bypass  blood  pump. 

(a)  Identification.  A  nonroller-type 
cardiopulmonary  bypass  blood  pump  is 
a  device  that  uses  a  method  other  than 
revolving  rollers  to  pump  the  blood 
through  the  nonroller-type 
cardiopulmonary  bypass  circuit  during 
bypass  surgery. 

(b)  Classification.  Class  III  (premai^cet 
approval). 

Effective  Date.  This  regulation  shall 
be  effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  boc  80-3320  Piled  2-4-80;  8;45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1526] 

Cardiovascular  Devices;  Classificaten 
of  Roller-Type  Cardiopulmonary 
Bypass  Blood  Pumps 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule.  _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  roller-type 
cardiopulmonary  bypass  blood  pumps 
into  class  11  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
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This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8^57  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13411)  a  proposed  regulation  to 
classify  roller-type  cardiopulmonary 
bypass  blood  pumps  into  class  II 
(peilormance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a},  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4370,  to  read  as 
follows: 

§  870.4370  Roller-type  cardiopulmonary 
bypass  blnod  pumps 

(a)  Identification.  A  roller-type 
cardiopulmonary  bypass  blood  pump  is 
a  device  that  uses  a  revolving  roller 
mechanism  to  pump  the  blood  through 
the  cardiopulmonary  bypass  circuit 
during  bypass  surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a],  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-3321  Filed  2-4-60;  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1527] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Pump 
Speed  Controls 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
pump  speed  controls  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety ,and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
ClassiHcation  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13412)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  pump 
speed  controls  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)])  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4380,  to  read  as 
follows: 

§  870.4380  Cardiopulmonary  bypass  pump 
speed  controL 

(a)  Identification.  A  cardiopulmonary 
bypass  pump  speed  control  is  a  device 
used  that  incorporates  an  electrical 
system  or  a  mechanical  system,  or  both, 
and  is  used  to  control  the  speed  of  blood 


pumps  used  in  cardiopulmonary  bypass 
surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3322  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 

21  CFR  Part  870 
[Docket  No.  78N-1528] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Pump 
Tubing 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
pump  tubing  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  Ihe 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284],  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13413)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  pump 
tubing  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
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701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4390,  to  read  as 
follows: 

§  870.4390  Cardiopulmonary  bypass 
pump  tubing. 

(a)  Identification.  A  cardiopulmonary 
bypass  pump  tubing  is  polymeric  tubing 
which  is  used  in  the  blood  pump  head 
and  which  is  cyclically  compressed  by 
the  pump  to  cause  the  blood  to  flow 
through  the  cardiopulmonary  bypass 
circuit. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-3323  Filed  2-4-60;  8:45  am] 

BILUNQ  CODE  4110-03-11 


21  CFR  Part  870 
[Docket  No.  78N-1529] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  Blood 
Reservoirs 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
blood  reservoirs  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
'  Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 


activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13414)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  blood 
reservoirs  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  S  870.4400,  to  read  as 
follows: 

§  870.4400  Cardiopulmonary  bypass 
Mood  reservoir. 

(a)  Identification.  A  cardiopulmonary 
bypass  blood  reservoir  is  a'device  used 
in  conjunction  with  short-term 
extracorporeal  circulation  devices  to 
hold  a  reserve  supply  of  blood  in  the 
bypass  circulation. 

(b)  Classification.  Class  II 
(performance  standards),  except  that  a 
reservoir  that  contains  a  defoamer  or 
filter  is  classified  into  the  same  class  as 
the  defoamer  or  filter. 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  380c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3324  Filed  2-4-80;  8:45  am) 

BILUNQ  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1530] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass  ln*Line 
Blood  Gas  Sensors 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
in-line  blood  gas  sensors  into  class  U 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
xthe  device.  This  action  is  being  taken 


under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13413),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13318)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass  in-line 
blood  gas  seilsors  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority  - 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4410,  to  read  as 
follows: 

§  870.4410  Cardiopulmonary  bypass  in- 
Una  Mood  gas  sensor. 

(a)  Identification.  A  cardiopulmonary 
bypass  in-line  blood  gas  sensor  is  a 
transducer  that  measures  the  level  of 
gases  in  the  blood. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C.  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs.  \ 

[FR  Doc.  80-3325  Filed  2-4-80;  8:45  am) 
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21  CFR  Part  870 
[Docket  No.  78N-1531] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Cardiotomy  Return  Suckers 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
cardiotomy  return  suckers  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  n  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6. 1960.  ■ 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medic^ 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13416)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
cardiotomy  return  suckers  into  class  U 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  380c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4420,  to  read  as 
follows; 

§  870.4420  Cardiopulmonary  bypass 
cardiotomy  return  sucker. 

(a)  Identification.  A  cardiopulmonary 
bypass  cardiotomy  return  sucker  is  a 
device  that  consists  of  tubing,  a 
connector,  and  a  probe  or  tip  that  is 


used  to  remove  blood  from  the  chest  or 
heart  during  cardiopulmonary  bypass 
surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-332B  Filed  2-4-60;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1532] 

Cardiovascular  Devices;  Classification 
of  Cardiopulmonary  Bypass 
Intracardiac  Suction  Controls 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiopulmonary  bypass 
ihtracardiac  suction  controls  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE.*  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13417)  a  proposed  regulation  to 
classify  cardiopulmonary  bypass 
intracardiac  suction  controls  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 


Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  670  in  Subpart  E  by 
adding  new  §  870.4430,  to  read  as 
follows: 

§  870.4430  Cardiopulmonary  bypass 
intracardiac  suction  control. 

(a)  Identification.  A  cardiopulmonary 
bypass  intracardiac  suction  control  is  a 
device  which  provides  the  vacuum  and 
control  for  a  cardiotomy  return  sucker. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Slat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3327  Filed  2-4-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1533] 

Cardiovascular  Devices;  Classification 
of  Vascular  Clamps 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vascular  clamps  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
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Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR 13418)  a  proposed  regulation  to 
classify  vascular  clamps  into  class  11 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4450,  to  read  as 
follows: 

§  870.4450  Vascular  clamp. 

(a)  Identification.  A  vascular  clamp  is 
a  surgical  instrument  used  to  occlude  a 
blood  vessel  temporarily. 

(b)  Classification.  Class  11 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  |anuary  14. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(Ht  Doc.  80-3328  Filed  2-4-80;  8:45  am) 
aULLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1534] 

Cardiovascular  Devices;  Classification 
of  Surgical  Vessel  Dilators 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  surgical  vessel  dilators 
into  class  11  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  11  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiHcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13418)  a  proposed  regulation  to 
classify  surgical  vessel  dilators  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed  « 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4475,  to  read  as 
follows: 

§  870.4475  Surgical  vessel  dilators. 

(a)  Identification.  A  surgical  vessel 
dilators  is  a  device  used  to  enlarge  or 
calibrate  a  vessel. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  7ai(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  380c.  371(a))) 

Dated:  January  14, 1960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3329  Filed  2-4-80.  8:45  am) 

BILUNG  CODE  «110-e3-M 


21  CFR  Part  870 

[Docket  No.  78N-1535] 

Cardiovascular  Devices;  Classification 
of  Cardiovascular  Surgical 
Instruments 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cardiovascular  surgical 
instruments  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 


EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13419)  a  proposed  regulation  to 
classify  cardiovascular  surgical 
instruments  into  class  11  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

One  comment  was  received.  The 
comment  stated  that  class  I  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  these  devices.  Also,  the 
comment  stated  that  classification  of 
these  devices  into  class  I  would  be 
consistent  with  the  proposed 
classifications  into  class  I  of 
microsurgical  instruments  and 
nonpowered  neurosurgical  instruments, 
published  with  the  proposed 
classification  regulations  for 
neurological  devices  (43  FR  55640;  Nov. 
28, 1978).  Finally,  the  comment  , 
suggested  that  the  classification  of 
surgical  instruments  be  held  in 
abeyance  until  all  Panel 
recommendations  for  various  surgical 
instruments  have  been  published  for 
comment  and  that  these  instruments  be 
classified  in  a  single  regulation. 

FDA  rejects  the  suggestion  that  all 
surgical  instruments  be  regulated  under 
one  regulation.  There  ard'many 
instruments  which  are  used  within  one 
surgical  specialty  only.  Examples  of 
such  devices  are  devices  used  in 
harvesting,  preparation,  and  implanting 
saphenous  vein  grafts.  It  is  important 
that  individuals  with  experience  and 
expertise  in  a  particular  medical 
specialty  scientifically  review  the 
problems  relating  to  surgical 
instruments  used  exclusively  in  that 
specialty.  FDA  therefore  believes  that  it 
is  necessary  to  classify  many  surgical 
devices  according  to  the  type  of  surgery 
in  which  they  are  used  to  ensure  that 
they  are  reviewed  properly.  FDA  agrees 
with  the  comment  that  cardiovascular 
surgical  instruments  should  be  classified 
into  class  1  (general  controls). 
Accordingly,  the  final  regulation  is  being 
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published  classifying  the  device  in  class 
I  with  no  exemptions  for  the  reasons 
stated  in  the  general  regulation  on 
cardiovascular  devices,  published 
elsewhere  in  this  issue  of  the  Federal 
Register.  FDA  does  not  believe  that  it  is 
necessary  to  issue  a  new  proposal 
concerning  this  decision. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513,  < 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a]]]  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4500,  to  read  as  ' 
follows: 

§  870.4500  Cardiovascular  surgical 
instruments. 

(a)  Identification.  Cardiovascular 
surgical  instruments  are  surgical 
instruments  that  have  special  features 
for  use  in  cardiovascular  surgery.  These 
devices  include,  e.g.,  forceps,  retractors, 
and  scissors. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3330  Filed  2-4-80;  8:45  am] 

BILUNO  CODE  4110-03-M 


21  CFR  Part  870 
[Docket  No.  78N-1536] 

Cardiovascular  Devices;  Classification 
of  intraluminal  Artery  Strippers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  ijsuing  a  final 
rule  classifying  intraluminal  artery 
strippers  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely.  Biu'eau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, . 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44, 
FR  13420)  a  proposed  regulation  to 
classify  intraluminal  artery  strippers 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4875,  to  read  as 
follows: 

§  870.4875  Intraluminal  artery  stripper. 

(a)  Identification.  An  intraluminal 
artery  stripper  is  a  device  used  to 
perform  an  endarterectomy  (removal  of 
plaque  deposits  from  arterisclerotic 
arteries.) 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

|FR  Doc.  80-3331  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1537] 

Cardiovascular  Devices;  Classification 
of  External  Vein  Strippers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  external  vein  strippers 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 


safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13421)  a  proposed  regulation  to 
classify  external  vein  strippers  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  E  by 
adding  new  §  870.4885,  to  read  as 
follows: 

§  870.4885  External  vein  stripper. 

(a)  Identification.  An  external  vein 
stripper  is  an  extravascular  device  used 
to  remove  a  section  of  a  vein. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

(FR  Doc.  80-3332  Filed  2-4-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1538J 

Cardiovascular  Devices;  Classification 
of  Patient  Care  Suction  Apparatus 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 
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summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  patient  care  suction 
apparatus  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
(ohn  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13421)  a  proposed  regulation  to 
classify  patient  care  suction  apparatus 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  by  adding  Subpart  F 
and  new  §  870.5050,  to  read  as  follows: 

Subpart  F — Cardiovascular 
Therapeutic  Devices 

§  870.5050  Patient  care  suction  apparatus. 

(a)  Identification.  A  patient  care 
suction  apparatus  is  a  device  used  with 
an  intrathoracic  catheter  to  withdraw 
fluid  from  the  chest  during  the  recovery 
period  following  surgery. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a)).) 


Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  aS-3333  Filed  2-4-80;  &4S  am] 
BOJJNG  CODE  4110-03-M 


21  CFR  Part  870 

(Docket  No.  78N-1539] 

Cardiovascular  Devices;  Classification 
of  Embolectomy  Catheters 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  em.bolectomy  catheters 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L:  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel,  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13422)  a  proposed  regulation  to 
classify  embolectomy  catheters  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA, 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,'  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C,  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5150,  to  read  as 
follows: 


§  870.5150  Embolectomy  catheter. 

(a)  Identification.  An  embolectomy 
catheter  is  a  balloon-tipped  catheter  that 
is  used  to  remove  thromboemboli,  i.e., 
blood  clots  which  have  migrated  in 
blood  vessels  from  one  site  in  the 
vascular  tree  to  another. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated;  January  14. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-3334  Filed  2-4-80;  8;45  am) 

BILUNG  CODE  4110-03-11 


21  CFR  Part  870 
(Docket  No.  78N-1540] 

Cardiovascular  Devices;  Classification 
of  Septostomy  Catheters 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  septostomy  catheters 
into  class  11  (performance  standards).  , 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classiRcation  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13423)  a  proposed  regulation  to 
classify  septostomy  catheters  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
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Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federed  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.4280,  to  read  as 
follows: 

§  870.5175  Septostomy  catheter. 

(a)  Identification.  A  septostomy 
catheter  is  a  special  balloon  catheter 
that  is  used  to  create  or  enlarge  the 
atrial  septal  defect  found  in  the  heart  of 
certain  infants. 

(b)  Classification.  Class  n 
(performance  standards). 

'  Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FK  Doc.  80-3335  Filed  8:45  am] 

BNJJNQ  CODE  4110-03-M 


21  CFR  Part  870 

[Docket  No.  78N-1541] 

Cardiovascular  Devices;  Classification 
of  External  Cardiac  Compressors 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  cardiac 
compressors  into  class  m  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  m  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regxilations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13424)  a  proposed  regulation  to 
classify  external  cardiac  compressors 
into  class  IB  (premarket  approval).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5200,  to  read  as 
follows: 

§  870.5200  External  cardiac  compressor. 

(a)  Identification.  An  external  cardiac 
compressor  is  an  external  device  that  is 
electrically,  pneiunatically,  or  manually 
powered  and  is  used  to  compress  the 
chest  periodically  in  the  region  of  the 
heart  to  provide  blood  flow  dining 
cardiac  arrest. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat  1055,  90  Stat  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated;  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Doc.  80-3336  Filed  2-4-8ft  8:45  am] 
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21  CFR  Part  870 
[Docket  No.  78N-1542] 

Cardiovascular  Devices;  Classification 
of  External  Counter-Pulsating  Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  coimter- 
pulsating  devices  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  III  is  to 
require  each  manufacturer  of  the  device 


to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 
effective  date:  March  6, 1982. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration.  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13426)  a  proposed  regulation  to 
classify  external  counter-pulsating 
devices  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  $  870.5225,  to  read  as 
follows: 

§  870.5225  External  counter-pulsating 
device. 

(a)  Identification.  An  external 
counter-pulsating  device  is  a 
noninvasive  device  used  to  assist  the 
heart  by  applying  positive  or  negative 
pressure  to  one  or  more  of  the  body’s 
limbs  in  synchrony  with  the  heart  cycle. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs, 

[FR  Doc.  80-3337  Filed  2-4-80;  8:46  am] 

BtLLMQ  CODE  4110-03-M 

21  CFR  Part  870 

(Docket  Na  78N-1543] 

Cardiovascular  Devices;  Classification 
of  DC-Defibiillators  (Including 
Paddles) 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  low-energy  DC- 
defibrillators  into  class  II  (performance 
standards)  and  high-energy  DC- 
defibrillators  into  class  in  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standcirds  to  assure  the 
safety  and  effectiveness  of  the  device. 
The  effect  of  classifying  a  device  into 
class  m  is  to  require  each  manufacturer 
of  the  device  to  submit  to  FDA  a 
premarket  approval  application  that 
includes  information  concerning  safety 
and  effectiveness  tests  for  the  device. 
Each  application  for  premarket  approval 
for  high-energy  DC-defibrillators  must 
be  submitted  to  FDA  on  or  before 
September  30, 1982,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910, 301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Reg^tqr  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medic^ 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13426)  a  proposed  regulation  to 
classify  DC-defibrillators  (including 
paddles)  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  toterested  persons  to 
submit  comments  to  FDA. 


FDA  received  two  general  comments 
on  the  proposed  regulation  for  D(]- 
defibriUators,  which  made  no  suggestion 
regarding  the  proposed  classification: 

1.  Dr.  Leslie  Geddes,  a  former  panel 
member,  stated  that  he  believes  that  he 
was  misquoted  in  the  proposed 
regulation.  He  said  he  would  never  state 
that  15  times  threshold  energy  is  safe;  he 
believes  that  1.5  times  threshold  energy 
is  safe. 

The  proposed  regulation  stated  that 
"damage  (in  dogs)  occurs  at  15  times 
defibrillation  threshold."  This  statement 
was  made  during  a  panel  meeting  at 
which  dose-response  curves  were  being 
discussed.  According  to  that  discussion, 
the  ED  50  (50  percent  effected  dose)  is  1 
joule  per  Idlogram,  and  the  TD  50  (50 
percent  toxic  dose)  is  15  joules  per 
kilogram.  Toxic  dose  was  defined  as 
any  histopathologic  damage,  not  as 
functional  damage.  FDA  agrees  with  the 
comment  that  the  proposal  incorrectly 
implies  that  energy  levels  below  15 
times  the  defibrillation  threshold  are 
safe. 

2.  One  comment  stated  that  additional 
data  should  be  considered  during  final 
classification  of  DC-defibrillators.  The 
comment  discussed  ongoing  research 
involving  41  patients  who  underwent 
emergency  ventricular  defibrillation  by 

a  defibrillator  with  a  maximum  output  of 
460  joules  delivered  energy.  Of  the  41 
patients,  15  required  multiple  shocks  of 
400  joules  or  greater  for  eventual 
successful  defibrillation.  Four  patients 
required  2  shocks  at  400  joules,  3 
patients  required  3  shocks  at  400  joules, 

6  patients  required  4  or  more  shocks  at 
400  joules,  1  patient  required  2  shocks  at 
460  joules,  and  1  patient  required  4 
shocks  at  460  joules.  The  2  patients  who 
required  460-joule  shocks  did  not 
defibrillate  at  lower  energy  levels.  The 
comment  said  the  question  of  potential 
damage  did  not  arise  and  that  this 
energy  level  was  required  for  the 
patients’  survival. 

The  classification  of  DC-defibrillators 
was  a  controversial  issue  during  the 
Circulatory  System  Devices  Panel 
deliberations  on  device  classification. 
The  following  comments  were  received 
on  the  proposed  classification  of  DC- 
defibrillators  into  Class  m.  While  all  of 
the  comments  suggested  that  the 
classification  of  DC-defibrillators  be 
changed,  the  form  of  the  suggested 
changed  varied  from  comment  to 
comment,  as  described  below: 

1.  A  comment  suggested  that  the 
available  data  on  defibrillation  are  not 
as  contradictory  as  they  may  have 
appeared  in  the  proposed  regulation.  In 
fact,  the  data  actually  support  a  divided 
classification.  The  comment  noted  that- 
theoretical  models  have  been 


constructed  showing  that  energy  and 
density  standards  can  be  developed  to 
ensure  reasonably  safe  and  effective 
defibrillator  performance.  Many 
variables  affect  defibrillation,  including 
wave  shape,  duration,  paddle  size  and 
position,  drug  usage  (lidocaine,  for 
example),  time  between  the  onset  of 
fibrillation  and  the  first  defibrillation 
attempt,  paddle  pressure,  the  electrode 
paste  used,  transthoracic  dimensions, 
heart  dimensions,  and  physiologic  state 
of  the  heart 

Based  on  experiments  conducted  on 
human  hearts,  it  is  possible  to  determine 
the  energy  needed  for  defibrillating 
human  subjects.  The  conunent  provided 
references  to  show  that  10  watt-seconds 
applied  directly  across  the  heart  have 
been  used  to  defibrillate  most  human 
hearts,  but  that  occasionally  20  watt- 
seconds  energy  have  been  required.  Ten 
to  twenty  watt-seconds  energy  delivered 
directly  across  a  500-gram  heart,  as 
described  in  the  comment,  is  equivalent 
to:  (a)  145  to  465  watt-seconds  applied 
transthoracically;  (b)  a  current  density 
of  100  to  180  miUiamperes  per  square 
centimeter;  and  (c)  a  peak  current  of  32 
to  61  amperes. 

The  comment  stated  that  classifying 
all  defibrillators  into  class  III  is  not 
likely  to  produce  definitive  answers  to 
the  questions  of  risk.  The  comment 
referred  to  the  two  theories  in  FDA’s 
proposed  classification  regarding  the 
energy  required  for  defibi^ation.  The 
first  is  a  dose  concept  relating 
defibrillation  energy  to  body  weight,  and 
the  second  states  ^at  the  energy 
required  for  defibrillation  is  not  weight 
dependent  The  comment  proposed  diat 
the  agency  allow  for  a  third  theory  that 
assumes  that  certain  current  densities  in 
the  heart  are  necesssary  for  successful 
defibrillation  and  that  Aese  are 
dependent  upon  heart  dimensions  and 
the  heart’s  location  in  the  chest  cavity. 

The  comment  noted  that  it  is  not 
surprising  that  some  researchers  have 
obtained  data  correlating  defibrillation 
energies  to  weight  because  heavier 
patients  will  tend  to  have  greater  chest 
dimensions  and  a  resulting  lower 
current  density  in  the  heart.  On  the 
other  hand,  the  comment  noted  that 
variables  other  than  weight  are 
significant,  such  as  the  quality  of  the 
basic  life-support  systems  used, 
physiological  state  of  the  heart,  position 
of  the  heart  within  the  chest  cavity, 
heart  size,  area  of  the  electrodes, 
electrode  position  with  respect  to  the 
heart,  resistivity  of  the  electrode-patient 
interface,  and  die  previous  use  of 
antiarrhythmic  drugs.  Therefore,  the 
comment  concluded,  it  is  not  surprising 
that  some  researchers  have  found  no 
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correlation  between  body  weight  and 
the  required  energy  for  deflbrillation. 

The  comment  stated  that  medical 
judgment  is  necessary  when  using 
defibrillators  and  that  device  labeling 
can  provide  information  to  guide  the 
exercise  of  medical  judgment.  The 
comment  also  stated  that  electrical 
design  and  paddle  position  and  design 
have  ben  addressed  in  the  FDA  Draft 
Denbrillator  Standard  and  in  the 
literature  referenced  in  the  comment. 
The  comment  stated  that  the  remaining 
concerns  of  risks  to  health  are  medical 
concerns  that  can  be  addressed  by 
labeling  and  noted  that  defibrillators 
with  delivered  energy  of  400  watt- 
seconds  may  be  needed  to  defibrillate 
patients  whose  hearts  would  require  20- 
watt-seconds  energy  shocks  directly 
across  the  heart.  The  comment  stated 
that  based  on  the  information  available, 
an  upper  energy  level  can  be  determined 
for  damped  sinusoidal  waveforms  and  a 
standard  would  assure  reasonable 
safety  and  performance. 

2.  Another  comment  urged  FDA  not  to 
classify  all  defibrillators  into  class  in, 
but  recommended  that  the  Panel  and  the 
agency  determine  which  waveforms 
have  been  shown  to  be  adequately  safe 
and  effective  and  place  those 
waveforms  into  class  n.  The  comment 
said  there  is  little  difference  of  opinion 
among  most  of  the  scientists  who  were 
asked  about  the  maximum  energy  level 
that  would  divide  "high  available 
energy”  defibrillators  fivm  "traditional 
energy”  defibrillators  and  that  a  number 
of  experts  believe  that  the  energy  level 
that  ^vides  the  "high  energy”  from 
"traditional  energy”  defibriUators  is 
between  320  joules  and  400  joules 
delivered  energy,  a  difference  of  only  20 
percent.  This  represents  even  less 
difference  in  terms  of  current  output, 
according  to  the  comment 

3.  A  comment  simply  recommended 
that  a  split  in  the  classification  of 
defibrillators  be  considered  and  that  400 
joules  seems  to  be  an  appropriate  upper 
limit  for  classification  into  class  II. 

4.  A  comment  presented  data 
accumulated  in  prospective 
investigations  of  cross-chest  ventricular 
defibrillation  in  humans  showing  that 
devices  which  store  no  more  than  400 
joules,  deliver  a  maximum  shock  of 
between  250  joules  (trapezoidal  wave) 
and  360  joules  (damped  sine  wave)  via  a 
50-ohm  test  load  defibrillate  at  an 
efficiency  of  95  to  99  percent.  Therefore, 
the  comment  suggested  that 
defibrillators  with  these  levels  of 
performance  be  classified  into  class  II 
and  that  defibrillators  that  store  more 
than  400  joules  or  deliver  a  maximum 
shock  over  360  joules  or  under  250  joules 
for  cross-chest  defibrillation  are  truly 


experimental  medical  devices  and 
belong  in  class  III.  The  comment  also 
offered  views  on  the  summary  of  the 
panel  recommendation  that 
accompanied  the  proposed  classification 
and  suggested  that  the  proposal  should 
have  cited  several  additional  references 
(Refs.  1  through  4). 

5.  A  comment  referenced  personal 
work  involving  direct-current  counter 
shock  in  animal  models  performed 
during  the  past  year.  This  work  is 
published  in  the  American  Journal  of 
Cardiology,  February  1979  (Ref.  5).  It 
demonstrates  that  a  number  of  factors 
relating  to  energy  level,  the  size  of  the 
paddles,  and  interval  between  shocks 
are  important  in  producing  cardiac 
damage.  The  pathophysiology  appears 
to  be  thermal  damage  in  large  part. 

Based  on  the  commenter’s  experience 
and  the  animal  work,  the  following 
comments  were  made: 

a.  Damped-sinusoidal  (Lown) 
waveform  defibrillators  Aat  deliver  less 
than  400  joules  energy  have  been 
demonstrated  to  be  highly  effective  and 
relatively  safe.  Repeated  use  in  patients 
does  produce  myocardial  damage,  but 
this  is  due  to  the  type  of  heart  disease 
being  treated,  the  need  for  repeated 
shocks,  and  the  multiple  high-energy 
shocks  that  must  be  delivered. 

b.  The  contradictory  studies  relating 
to  the  maximum  energy  that  should  be 
delivered  are  not  very  controversial. 
When  hearts  are  extremely  large,  energy 
levels  slightly  higher  than  400  joules 
would  be  helpful.  For  the  majority  of 
patients,  however,  the  kind  of  heart 
disease  and  the  cardiac  damage  that  has 
already  been  produced  by  the  disease 
are  the  determinant  factors.  Except  in 
unusual  circumstances,  400  joules 
appears  to  be  a  high  enough  energy  level 
for  most  patients. 

6.  A  comment  supported  classification 
of  all  DC-defibrillators  with  delivered 
energies  of  400  joules  or  less  into  class 
II.  The  comment  stated  that  a  standard 
can  be  developed  based  on  available 
information  and  that  such  a  standard 
would  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  these 
DC-defibrillators.  The  comment  also 
pointed  out  that  FDA  did  not  discuss  in 
the  proposal  the  significant  human 
experience  with  marketed  defibrillators 
over  the  past  several  years  and  stated 
that,  for  defibrillators  in  the  range  of  400 
joules  or  less,  ample  evidence  exists 
showing  that  benefits  to  health  outweigh 
the  probable  risks. 

7.  One  comment  described  certain 
experience  with  high-dose  (400  and  460 
joules)  emergency  defibrillation  at  a 
teaching  hospitaL  A  fairly  substantial 
number  of  patients  at  that  hospital  have 
required  high-energy  shocks  affer  the 


same  or  lower  energies  failed  to 
defibrillate  them.  The  comment  asserted 
these  data  are  at  variance  with  those  of 
other  investigators  because  of  patient 
selection. 

Many  of  the  previously  reported 
studies  concentrated  on  patiehts 
defibrillated  in  coronary  care  units 
where  there  is  a  brief  lapse  of  time 
between  the  onset  of  ventricular 
fibrillation  and  the  first  shock,  where 
arrhythmias  are  primarily  ventricular 
fibrillation,  and  where  acidosis  and 
hypoxia  are  minimal.  The  comment’s 
experience  is  in  a  general  hospital 
where  the  majority  of  patients  are  not  in 
the  coronary  care  unit,  but  are 
defibrillated  on  the  general  wards  or 
after  being  brought  into  the  hospital  in 
an  ambulance.  The  delays  are  greater 
with  these  patients,  and  therefore  the 
patients  are  more  hypoxic  and  acidotic. 

8.  Finally,  two  conunents  stated  that 
defibrillators  designed  to  deliver  a 
damped  sinusoidal  waveform  should  be 
classified  into  class  II  if  the  stored 
energy  level  does  not  exceed  400  watt- 
seconds.  These  comments  stated  that 
the  safety  and  efficacy  of  these 
defibrillators  have  been  established  by 
long  clinical  use  and  cite  data 
siimmarized  in  a  reprint  from  the  New 
England  Journal  of  Medicine  (Ref.  6). 
These  comments  recommend  that  all 
other  DC-defibrillators  be  classified  into 
class  m,  including  those  damped 
sinusoidal  wavefcams  with  stored 
energies  in  excess  of  400  watt-seconds 
and  waveforms  other  than  the  damped 
sinusoidal  waveforms. 

FDA  and  its  Circulatory  System 
Devices  Panel  have  reviewed  the 
comments  on  the  proposed  classification 
of  DC-defibrillators.  FDA  proposed  to 
classify  the  device  into  class  IQ 
primarily  because  of  the  disagreement 
among  physicians  concerning  the 
benefit/risk  assessment  of  low-energy 
versus  high-energy  defibrillation.  FDA 
did  not  believe  that  enough  data  existed 
on  which  to  base  a  class  U  classification 
for  any  defibrillator,  given  the  medical 
disagreement  regardi^  the  benefits  and 
risks  of  low-energy  versus  high-energy 
defibrillation.  One  apparent  result  of  the 
proposed  classification  was  to 
encourage  efforts  to  achieve  consensus 
on  these  issues.  A  proponent  of  high- 
energy  defibrillation  and  a  proponent  of 
low-energy  defibrillation  have  worked 
together  with  a  committee  of  the 
Association  for  the  Advancement  of 
Medical  Instrumentation  (AAMI)  and 
have  now  agreed  on  a  uniform  position 
on  these  issues.  According  to  AAMI 
(Ref.  7),  most  researchers  and  clinicians 
actively  working  on  defilnrillation  now 
believe  that  standards  can  be  written  for 
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all  defibrillators  with  a  maximum 
delivered  energy  between  250  and  360 
joules,  regardless  of  waveform. 

It  is  important  to  note  that,  in  this 
document,  FDA  is  classifying  only 
defibrillators  of  types  that  are  currently 
on  the  market.  Based  on  the  information 
received  last  year  from  the  Health 
Industry  Manufacturers  Association  and 
on  data  in  the  literature,  FDA  finds  that 
most  marketed  defibrillators  of  the 
damped  sinusoidal  type  with  delivered 
energies  of  360  joules  or  less  have  peak 
currents  in  the  range  of  50  to  60  amperes 
and  durations  of  between  3  and  7 
milliseconds.  The  trapezoidal  waveform 
reported  in  the  literature  has  a  250-joule 
delivered  energy  and  a  peak  ciurent  of 
approximately  24  amperes.  Based  on 
this  general  review  of  what  is  currently 
available  on  the  market  within  the 
energy  range  specified  above,  FDA 
believes  that  the  classification  of 
defibrillators  should  be  split  as 
recommended  by  a  letter  following  the 
comment  period  from  AAMI  Standards 
Committee.  Accordingly,  FDA  is 
classifying  into  class  II  DC-defibrillators 
that  deliver  a  maximizing  250  to  360 
joules  of  energy  into  a  50>ohm  test  load, 
and  into  class  ni  DC-defibrillators  that 
deliver  greater  than  360  joules  of  energy 
into  a  50-ohm  test  load.  There  are 
clinical  data  published  by  Crampton 
(Ref.  8)  supporting  the  use  of  the 
damped  sinusoidal  waveforms  and  by 
Anderson  and  Suelzer  (Ref.  1)  for  the 
trapezoidal  waveform.  Just  as  important 
as  the  existing  animal  and  clinical  data 
is  the  apparent  agreement  by  most  of  the 
clinicians  and  researchers  actively 
studying  defibrillation  that  standards 
can  be  written  for  certain  defibrillators. 

FDA  believes  it  is  also  important  to 
state  what  this  split  in  classification 
means: 

a.  Enough  data  exist  on  which  to 
base  a  standard  for  all  commercially 
available  defibrillation  waveforms  with 
a  maximum  delivered  energy  between 
250  and  360  joules.  This  does  not  mean 
that  the  defibriAators  in  this  category 
represent  the  best  tradeoff  of  benefit 
and  risk  as  determined  by  paddle  size 
and  position  and  characteristics  such  as 
energy,  current,  and  duration.  It  may  be 
determined  in  the  fubire  that  waveforms 
not  included  in  this  group  may  be  the 
best  waveforms  for  safe  and  effective 
defibrillation. 

b.  For  defibrillators  that  are  classified 
into  class  III,  more  data  are  needed  to 
support  a  premarket  approval 
application  or  a  petition  for 
redassification. 

c.  Classification  of  certain 
defibrillators  into  class  II  requires  that 
standards  address  not  only  energy  but 
other  important  considerations,  such  as 
paddle  size,  and  waveform 


characteristics  such  as  ciirrent  and 
duration,  and  the  variability  of  these 
waveform  characteristics  with  differing 
chest  impedances. 

Accordingly,  FDA  is  publishing  a  final 
regulation  classifying  low-energy  DC- 
defibrillators  into  class  n  and  Idgh- 
energy  DC-defibrillators  into  class  III, 
dividing  the  devices  in  a  manner 
consistent  with  the  recommendation  of 
the  AAMI  standards  committee  (Ref.  7). 
For  the  reasons  stated  in  the  general 
regulation  on  cardiovascular  devices, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  does  not  believe 
that  it  is  necessary  to  issue  a  new 
proposal  concerning  this  decision. 
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Therefore,  under  the  Federal  Food. 
Dnig,  and  Cosmetic  Act  (secs.  513, 

701(aJ.  52  Stat.  1055,  90  StaL  540-546  (21 
U.S.C  360c,  371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  |  870.5300,  to  read  as 
follows: 

§870.5300  DC-defibrMator  (including 
paddles). 

(a)  Low-energy  DC-defibrillator — (1) 
Identification.  A  low-energy  DC- 
defibiillator  is  a  device  that  delivers 
into  a  50  ohm  test  load  an  electrical 
shock  of  a  maximum  of  360  joules  of 


energy  used  for  defibrillating  (restoring 
normal  heart  rhythm)  the  atria  or 
ventricles  of  the  heart  or  to  terminate 
other  cardiac  arrhythmias.  This  generic 
type  of  device  includes  low  energy 
defibrillators  with  a  maximum  electrical 
output  of  less  than  360  joules  of  energy 
that  are  used  in  pediatric  defibrillation 
or  in  cardiac  surgery.  The  device  may 
either  synchronize  die  shock  with  the 
proper  phase  of  the  electrocardiogram  or 
may  operate  asynchronously.  The 
device  delivers  the  electrical  shock 
through  paddles  placed  either  directly 
across  the  heart  or  on  the  surface  of  die 
body. 

(2)  Classification.  Class  n 
(performance  standards). 

(b)  High-energy  DC-defibrillator — (1) 
Identification.  A  high-energy  DC- 
defibrillator  is  a  device  that  delivers 
into  a  50  ohm  test  load  an  electrical 
shock  of  greater  than  360  joules  of 
energy  used  for  defibrillating  the  atria  or 
ventricles  of  the  heart  or  to  terminate 
other  cardiac  arrhythmias.  The  device 
may  either  synchronize  the  shock  with 
the  proper  phase  of  the 
electrocardiogram  or  may  operate 
asynchronously.  The  device  delivers  the 
electrical  shock  through  paddles  placed 
either  direcdy  across  the  heart  or  on  the 
surface  of  the  body.  « 

(2)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat  1055, 90  Stat  540- 
546  (21  U.S.C  360c.  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

pH  Doc  80-3338  FU«d  Z-4-80; ««  am] 
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21  CFR  Part  870 

(Docket  Na  78N-1544] 

Cardiovascular  Devices;  Classification 
of  DefltKiilator  Testers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  defibrillator  testers  into 
class  n  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  March  6, 1980. 
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FOR  FURTHER  INFORMATION  CONTACT: 

John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13429)  a  proposed  regulation  to 
classify  defibrillator  testers  into  class  n 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5325,  to  read  as 
follows: 

§  870.5325  Defibrillator  tester. 

(a)  Identification.  A  defibrillator 
tester  is  a  device  that  is  connected  to 
the  output  of  a  defibrillator  and  is  used 
to  measure  the  energy  delivered  by  the 
defibrillator  into  a  standard  resistive 
load.  Some  testers  also  provide 
waveform  information. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat  1055, 90  Stat  540- 
546  (21.U.S.C.  360c,  371(a])) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FK  Doc.  80-3339  Filed  2-4-80;  8:45  amj 
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21  CFR  Part  870 

[Docket  No.  78N-1545] 

Cardiovascular  Devices;  Classification 
of  External  Transcutaneous  Cardiac 
Pacemakers  (Noninvasive) 

agency:  Food  and  Drug  Administration. 


action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  external  transcutaneous 
cardiac  pacemakers  (noninvasive)  into 
class  in  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  eat^  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  devices.  Each 
application  must  be  submitted  to  FDA 
on  or  before  September  30, 1982,  or  90 
days  after  promulgation  of  a  separate 
relation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13430)  a  proposed  regulation  to 
classify  external  transcutaneous  cardiac 
pacemakers  (noninvasive)  into  class  III 
(premarket  approval).  A  period  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Fpod  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5550,  to  read  as 
follows: 

§  870.5550  External  transcutaneous 
cardiac  pacemaker  (noninvasive). 

(a)  Identification.  An  external 
transcutaneous  cardiac  pacemaker 
(noninvasive)  is  a  device  used  to  supply 
a  periodic  electrical  pulse  intended  to 
pace  the  heart.  The  pulse  from  the 
device  is  usually  applied  to  the  surface 
of  the  chest  through  electrodes  such  as 
defibrillator  paddles. 


(b)  Classification.  Class  IB  (premaiket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat  540- 
546  (21  U.S.C,  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissianer  for 
Regulatory  Affairs. 

(FR  Doc.  80-3340  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1546] 

Cardiovascular  Devices;  Classification 
of  Compressible  Limb  Sleeves 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  compressible  limb 
sleeves  into  class  11  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  n  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely,  Bureau  of  Medical  Devices 
CHFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation.explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13431)  a  proposed  regulation  to 
classify  compressible  limb  sleeves  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 


Federal  Register  /  Vol.  45.  No.  25  /  Tuesday.  February  5. 1980  /  Rules  and  Regulations 


7971 


Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  S  870.5800,  to  read  as 
follows: 

§  870.5800  Compressible  limb  sleeve. 

(a)  Identification.  A  compressible 
limb  sleeve  is  a  device  that  is  used  to 
prevent  pooling  of  blood  in  a  limb  by 
inflating  periodically  a  sleeve  around 
the  limb. 

(b)  Classification.  Class  U 
(performance  standards). 

Effective  date.  This  regidation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  Janua/y  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-3341  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1547] 

Cardiovascular  Devices;  Classification 
of  Thermal  Regulating  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Hnal 
rule  classifying  thermal  regulating 
systems  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  imder  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L.  Ely,  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health. 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
March  9. 1979  (44  FR 13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medical 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13432)  a  proposed  regulation  to 
classify  thermal  regulating  systems  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 


interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regiilation  is 
being  adopted  without  change. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5900,  to  read  as 
follows: 

§  8*70.5900  Thermal  regulation  system. 

(a)  Identification.  A  thermal 
regulating  system  is  an  external  system 
consisting  of  a  device  that  is  placed  in 
contact  with  the  patient  and  a 
temperature  controller  for  the  device. 
The  system  is  used  to  regulate  patient 
temperature. 

(b)  Classification.  Class  n 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-3342  Filed  2-4-80;  8:45  am] 
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21  CFR  Part  870 

[Docket  No.  78N-1548] 

Cardiovascular  Devices;  Classification 
of  Automatic  Rotating  Tourniquets 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automatic  rotating 
tourniquets  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  March  6. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
John  L  Ely.  Bureau  of  Medical  Devices 
(HFK-450),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7559. 


SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Reguter  of 
March  9, 1979  (44  FR  13284),  a  proposed 
regulation  explaining  the  development 
of  the  proposed  regulations  classifying 
cardiovascular  devices,  the  medicd 
device  classification  procedures,  and  the 
activities  of  the  Cardiovascular  Device 
Classification  Panel.  FDA  also  published 
in  that  issue  of  the  Federal  Register  (44 
FR  13433)  a  proposed  regulation  to 
classify  automatic  rotating  tourniquets 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  written  comments  have  been 
received  regarding  the  proposed 
regulation  to  classify  this  device. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a).  52  Stat  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  870  in  Subpart  F  by 
adding  new  §  870.5925,  to  read  as 
follows: 

§  870.5925  Automatic  rotating  tourniquet 

(a)  Identification.  An  automatic 
rotating  tourniquet  is  a  device  that 
prevents  blood  flow  in  one  limb  at  a 
time,  which  temporarily  reduces  the 
total  blood  volume,  thereby  reducing  the 
normal  workload  of  the  heart. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  March  6, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
548  (21  U.S.C.  360c,  371(a)).) 

Dated:  January  14, 1980. 

William  F.  Randolph,  v 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 
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